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Law of Combating Narcotic drugs and Psychotropic Substances approved by the Council of Ministers

Resolution No. (152)

On 06/ 12/ 1426 H and approved by Royal Decree No. (M/ 39) on 07/ 08/ 1426 H

English e
Definitions ;»Léf).a.i.ﬂ
Article (1): :Jo¥! 8oLl
Ll Ql.all . ‘aUé.L“ lda § e Lol - ¥ olylally L LaI¥L wmay
The following words and expressions - wherever mentioned in this Law- shall have the 15 8505 3l oty pJ L ‘LMLJ

meanings prescribed to them, unless the context requires otherwise:

Narcotic drugs: Every substance natural, synthetic, or manufactured from narcotic drugs and @ 4zl 8yusell slgll (0 daims 9 S0 ol Ands Bale JS Byl alsdl

listed in Schedule No. (1) attached hereto. sl 13 38U (1) @8, doud)

Psychotropic substances: Every substance natural, synthetic, or manufactured from psychotropic =~ &zyll ddaall &l 331 (e daiias ol LS e ol dads Bole JS sadaall &l Sall
plladl 1At 381U (2) o8, Jouxll @

substances and listed in Schedule No. (Il) Attached hereto.

Chemical precursors: Substances that are used in the illicit manufacture of narcotic drugs or &‘ﬁél‘gi&bwtjyﬁ‘ﬁiyﬂi‘@ﬁm IR PV REVH PRI -5 [ |

psychotropic substances listed in Schedule No. (Ill) Attached hereto. pladl 1] 38141 (3) By NENES] @ Azl aglaall
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Importing: Importing narcotic drugs or psychotropic substances into the Kingdom of Saudi Arabia
(KSA).

Exporting: exporting narcotic drugs or psychotropic substances from KSA.

Smuggling: All acts considered smuggling according to the provisions of the customs law.

Production: Separation of narcotic drugs or psychotropic substances from their plant origin.

Manufacturing: All non-productive processes by which narcotic substances or psychotropic
substances are obtained, including purification, extraction, conversion of narcotic drugs into other
narcotic drugs, psychotropic substances into other psychotropic substances, and manufacture of

preparations other than those made by pharmacies based on a prescription.

Extraction: The analysis of narcotic drugs or a psychotropic substance and separation of their
constituent elements to obtain the narcotic substance or psychotropic substance.
Possession: Taking possession of narcotic drugs or psychotropic substances as a matter of

ownership or jurisdiction.

Acquisition: Taking possession of narcotic drugs or psychotropic substances as a manner of

ownership and jurisdiction for any purpose.

Mediation: Mediating between parties dealing with narcotic drugs or psychotropic substances,

with or without compensation, to introduce the parties and bring them together to make the deal.
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Technical Expertise and Physical Evidence: Conducting a laboratory analysis in the accredited
laboratory to examine the nature of the seized substance and to prove its positivity or negativity
for the narcotic or psychotropic substance.

Proceeds: Any money or items valued with money directly or indirectly obtained as a result of
committing any of the crimes stipulated herein.

Money: Assets of any kind, movable or immovable, physical or otherwise, and documents or
instruments that prove the ownership of those assets or any right related to them.

Money Laundering : Any act committed directly orindirectly (mediated) with the aim of acquiring
money, rights or property as a result of committing, transferring, concealing any of the crimes
stipulated in this Law, or disguising its reality, source, location, movement, rights related to it or its
ownership, or any contribution, whether originally or consequentially, to these acts with the aim
of concealing or disguising the illegal source of funds or with an intention of enabling any person
related to these crimes to commit money laundering and escape punishment.

Provisional seizure: Temporary seizure based on ruling of a court or a competent authority that
prevents the owner of the items or funds related to the case under consideration from disposing of,
transferring, or assigning them.

Confiscation: Entering items, funds, or part thereof into the state’s ownership by a court ruling,
due to their connection with a crime stipulated in this law or because they are resulted from it.

Regulations: Implementing Regulations of this Law.
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Article (2):

There may not be considered importing, exporting or smuggling any specified quantity of
medicinal drugs that contains narcotic drugs or psychotropic substances carried by
transportations, such as ships and airplanes, to address emergency cases and first aid, provided
that such substances are authorized in the state of which the transportation carries its flag or
nationality, and that the person in charge of the transportations declares the identity of these
substances loaded in the transportation upon their arrival in and departure from KSA. The
regulations shall specify the transportations concerned with this exception, the maximum
quantities of drugs or preparations that it may carry, the proportion of the narcotic or psychotropic
substance therein, and the relevant necessary controls to prevent leakage if such transportation
enters the territory of KSA. These drugs or preparations shall be deemed as narcotic drugs or
psychotropic substances authorized to pass through KSA.

Criminal Acts
Article (3):
The following are criminal acts:
1. Smuggling of narcotic drugs or psychotropic substances or receiving them from smugglers.
2. Bringing in, importing, exporting, producing, manufacturing, transferring, extracting,

possessing, acquiring, selling, purchasing, distributing, delivering, receiving, transporting,

trading in, mediating, facilitating the abuse, gifting, or financing or supplying narcotic drugs or
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psychotropic substances, except in the cases stipulated in this Law and in accordance with the
terms and procedures stipulated therein.

Cultivating, importing, exporting, possessing, holding, acquisition, disposing, bartering, or
engaging in any acts related to all or part of the plants listed in Schedule No. (IV) Attached to
this Law, in all levels of growth, as well as its seeds, except in the cases stipulated in this Law
and according to the Regulations stipulated herein. Whosoever performs works required for
the growth of seeds or seedlings or caring for the planting until ripening and harvest shall be
considered as a cultivator.

Manufacturing, selling, transporting, or distributing equipment or materials with the intention
of using them in the illicit cultivation, production or manufacture of narcotic drugs or
psychotropic substances.

Laundering money collected as a result of committing any of the crimes stipulated in this Law.

Engaging by agreement or incitement, or assistance in committing any of the acts stipulated in
paragraphs 1,2, 3,4 and 5 of this Article.

Attempting to commit any of the acts stipulated in Paragraphs 1, 2, 3, 4, 5 and 6 of this Article.
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Jurisdiction

Article (4):

The competent authorities in KSA shall be entitled to monitor and prosecute the

perpetrators of the crimes stipulated in this Law and in the following cases:

1.

2.

If the crime occurred within KSA or extended as a result of the crime or its effects.

If the crime occurred on a ship flying KSA flag.

If the crime occurred on board a foreign ship while it was passing through the territorial sea of
KSA, or if its effects or consequences extended to its territory.

If the captain of the ship, a diplomatic representative or a consular employee of the flagged
state requests the assistance of the local authorities to take the necessary measures to combat
the illicit trade in narcotic drugs and psychotropic substances, as stipulated in Article (27) of
the United Nations Convention on the Law of the Sea.

If the crime occurred on a plane flying KSA flag.

Article (5):

The competent authorities in KSA may request the assistance of other states to control

smuggling or illicit trade in narcotic drugs or psychotropic substances on a ship on high seas

whenever they have reasons to believe that that ship is flying KSA flag. The state from which

assistance is requested may take the necessary measures against the ship, persons, or goods it

carries, after coordination with the competent authorities in KSA.
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Article (6):

The jurisdiction rules - contained in Articles (4) and (17) of United Nations Convention of
1988 regarding jurisdiction to prosecute crimes of narcotic drugs or psychotropic substances
committed on board of the ships or planes- shall be complementary and integrated to the
jurisdiction rules specified in this law, in all cases.

Article (7):

1. The competent authorities in KSA shall prosecute and punish any Saudi citizen who commits
- outside KSA- one of the crimes stipulated in Article (3) hereof provided that the crime
committed is punishable in the state in which it was committed, and that this citizen was not
prosecuted or punished by the authorities of that state.

2. The paragraph (1) of this Article shall be apply to Saudi Diplomatic or Consular Corps
employees outside KSA if theirimmunity prevents them from pursuing in the states where they
are accredited.

Article (8):

The competent authorities in KSA shall take measures and prosecute persons accused of
complicity or principal or subordinate engagement of a crime by means of assistance with
intervention, incitement, preparation, or attempting to commit one of the crimes stipulated in
Article (3) of this Law outside the territory of KSA, if the accused persons intend to facilitate such

crimes inside KSA.
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Legal Aid dugilall s lud
Article (9): sl 3oL

The competent authorities in KSA shall be obliged to provide mutual legal aid in (adg adalall Agilall Bue bl muuan aSLell § Lawsell cillalud! a5l
Aolall Toteey a7ls LS (L (ol 28IaLl (19S5 (&1 ol las¥lg sl AalasSU)
JHb

accordance with the laws, regulations, and agreements to which KSA is a party, as well as the

principle of reciprocity.

Article (10): 13 ol 5ol
These regulations shall specify the entity authorized to consider requests for assistance, its ~ L¢ligizag LlSChg sueludl ldb 3 Jlaully gl 2ol Al suxs

Lotz Loy Llials of Lty of LJ 2l

form and contents, its respond, refuse or postpone them, and its usage conditions.

Controlled Delivery B! I !
Article (11): 18y dgaltl BaLLI
1. The competent authorities in KSA may allow an amount of narcotic drugs or psychotropic  <l,35ll ol 8yazll sloll (1o eSS 7lowadl ALl § Znznll wllalid) 1
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substances, or relevant substitutes, by entering or passing through the territory of KSA, or exit
from it, in coordination with the authorities of the states concerned; to uncover the persons
involved in committing the crime of smuggling, trading in these substances and arresting them.
This shall include the following:

a. Agreeing with the authorities of other states to inspect and verify agreed shipments subjectto  Lelias| (e Gatll clioedd) Juzas e &3¥1 ol cillalu e Slasl A
controlled delivery, and then allow them to proceed. el Aslges Ll 7 loall 03 Lo Gazmally Bl o]

b. Agreeing with the authorities of other states to replace the narcotic drugs or psychotropic =~ <!,33dl ol Byl a1l Juudun of e 63 Joudl bl e Syl o

substances agreed upon in transit with similar substances for fear of leakage during their
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transport, taking into account - when necessary - agreement on the financial matters

necessary to implement the controlled delivery procedures.

2. Controlled delivery decisions shall be made on a case-by-case basis.

A license to import or trade in narcotic drugs or psychotropic substances or for legitimate
purposes
Article (12):

Narcotic drugs or psychotropic substances may only be imported or exported for
legitimate purposes under an import or export license issued by the MOH. The license shall be
granted for a period of one renewable year, provided that it shall include the licensee’s data,
narcotic, or psychotropic substance, in details as specified by the Regulations.

Article (13):
Granting license to import or export narcotic drugs or psychotropic substances shall be
limited to the following establishments:
1. Pharmaceutical companies and their agents.
2. Warehouses for the wholesale of drugs.
3. Governmental and private therapeutic institutions, institutes and scientific research centers

whose specialization requires the use of narcotic drugs or psychotropic substances.
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4. Chemical, industrial, bacteriological, nutritional, or other analysis laboratories whose work
requires the use of narcotic drugs or psychotropic substances.

5. Factories licensed to manufacture medicines that contain narcotic drugs or psychotropic
substances.

Article (14):

Narcotic drugs or psychotropic substances may not be imported or exported except in
sealed packages, with a statement specifying name, quantity, concentration, and pharmaceutical
dosage form of the substance, even if itis a sample. Substance packages may not contain any other
substance.

Article (15):
The Ministry of Health (MOH) may review the quantity to be imported or exported for

approval, amendment, or rejection in accordance with the controls specified by the regulations.

Article (16):

Narcotic drugs or psychotropic substances that arrive at customs may only be delivered
under a clearance license issued by the MOH, provided that this license shall be returned to it after
the clearance ends.

Article (17):
The Minister of Interior shall be entitled to authorize government departments, institutes, and

scientific research centers to import and plant seeds of plants listed in schedule No. (IV) Attached
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to this law for medical purposes and scientific research, with the controls and terms prescribed for
this according to what is specified by the regulations.
Article (18):
Narcotics or psychotropic substances may not be transported inside KSA except in
accordance with the controls and terms specified by the regulations.
Article (19):
The Ministry of Interior (MOI), in coordination with customs, shall authorize the passage
of narcotic drugs or psychotropic substances through the territory of KSA to another state,

according to what specified by the regulation.

Article (20):

1. The MOH may authorize the trade in narcotic drugs or psychotropic substances for medical
and scientific use within KSA of wholesale drug stores, drug factories and pharmacies,
provided that the establishment shall be managed by a Saudi pharmacist licensed to practice
the profession of pharmacy.

2. The owner of apharmaceutical establishment - authorized to trade in narcotics or psychotropic

substances - may not dispose of the establishment without the approval of the MOH.
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Article (21):

A Saudi pharmacist or a Saudi Pharmacy Technician shall be the custodian of narcotic
drugs or psychotropic substances in warehouses, drug factories and therapeutic institutions. The
chief nursing or his/ her representative in the internal departments of the therapeutic institutions
shall be the custodian of narcotics or psychotropic substances.

Article (22):

Any person responsible for the custody of Narcotic drugs or psychotropic substances in

the licensed facilities may not be appointed if he/she is one of the following persons:

1. Whosoever was sentenced to due to drunkenness.

2. Whosoever has been sentenced of a crime related to Narcotic drugs or psychotropic
substances.

3. Whosoever has been sentenced of a crime involving breach of honor or honesty.

4. Whosoever has been dismissed from a public office by disciplinary ruling for reasons of
breaching honor or honesty.
Article (23):

Every pharmaceutical establishment licensed to import, export, possess or trade in narcotic
drugs or psychotropic substances, or therapeutic or research institutions licensed to use narcotic
drugs or psychotropic substances, shall register them, and monitor dispensing. It shall also submit
registration data for these substances to the MOH, according to what is specified by the

regulations.
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Article (24):

1. Narcotic drugs or psychotropic substances may not be sold in bulk except for the licensed

pharmaceutical establishments and therapeutic institutions.

2. Therapeutic institutions may not dispense the allocated narcotic drugs or psychotropic
substances to other entities without the approval of the MOH.
3. The sold narcotic drugs or psychotropic substances may not be delivered to pharmacists or

pharmacy technicians responsible for narcotic drugs or psychotropic.

License to manufacture medicinal preparations which contain narcotic drugs or
psychotropic substances
Article (25):

A license to establish factories or laboratories specialized in producing narcotic drugs or
psychotropic substances, separating them, or constructing them for scientific or commercial
purposes, shall be granted by a resolution of the Council of Ministers.

Article (26):

Pharmaceutical factories shall be licensed to manufacture medicinal preparations that

contain narcotic drugs or psychotropic substances under a license from the MOH, provided that

the applicant shall fulfill and obtain the trade-license on narcotic substances.
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Article (27):

The licensed factories shall not dispense or use the narcotic or psychotropic substances
except for the manufacture of medical preparations specified in the license. Moreover, it shall
follow the provisions contained in this law and its regulations regarding the registration of these
substances, their disposal and control.

Keeping and Dispensing Procedures of Narcotic drugs or Psychotropic Substances
Article (28):

Narcotic drugs or psychotropic substances shall be kept in licensed establishments in a
special place for them inside their original containers very tightly that leaves no chance for
tampering with them or changing their quantity, composition, weight, or concentration ratios. The
regulation shall determine the terms for that.

Article (29):

A pharmacist may not dispense drugs- determined by the MOH - that contain narcotic
drugs or psychotropic substances except under a prescription approved by a physician,
veterinarian, or dentist from those licensed to practice the profession in KSA. The regulation shall
determine the terms of the prescription, its data, and its validity period.

Article (30):
Narcotic drugs or psychotropic substances prescription shall be kept after dispensing of

their contents in the pharmacy, and register the date of dispensing and the number of their
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registration in the prescriptions register and to be stamped with the pharmacy's stamp indicating  dy Loy adupall @il @ity dudall Glawgll Jmun lauyd o859
Slaogll sda Lads Bue AW suzxiy .8 puall

the dispensing. The regulation shall determine the period of preserving these prescriptions.

Article (31):
109U slatl Ba L)

The pharmacist or pharmacy technician in charge shall record all possessed and dispensed dlhop b a2 LndS Josud! Aduall S8 9l QJ-HG-” e e
e s30zes Le 309 Ul o ls = Sla

drugs that contain narcotic drugs or psychotropic substances, in specific registers, as specified by
the Regulations.
Article (32): 1093 Mg Al sa L

Each therapeutic institution shall review the regulations of prescribing and dispensing thjﬂ‘ g Slelpn] w3 Al Sl e a5 of e duwhe JS e

L 389 L ymg Loy 2193 Boim (10 3atll (L dyumg Auliall ol 3501 o1 3yl
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narcotic drugs or psychotropic substances from time to time; to check the validity of the indications
for their prescription and to dispense them according to the requirements of recognized medical

principles, and to inform the MOH when any violation is discovered in this regard.

Permission to possess narcotics or psychotropic substances and use them in therapy ! & Ldleaiwly delac S PP EINE SR PORS{PES o maidl
Article (33): 1O Mg I sa L
1. Physicians shall be licensed to possess, prescribe and dispense narcotic drugs or psychotropic (= Lo Ldue 99 cadaall ol 331 9 Byl 51-333&3‘ Bilezmy s LW sy 1
AW Lasass Gl Lylgiall 389 ol @glolie

substances from their private clinics in accordance with the controls specified by the

regulations.
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2. Specialized paramedics may possess and give some emergency drugs containing narcotic
drugs or psychotropic substances only in emergency cases, according to the controls stipulated

by the regulations.

Article (34):

Physician shall be forbidden to prescribe for himself or any of his/her family members a
prescription of drugs containing narcotic drugs or psychotropic substances whatever the quantity
is.

License for patients to possess and use narcotic drugs or psychotropic substances

Article (35):

1. Any unauthorized person may not possess narcotic drugs or psychotropic substances unless it
is prescribed by a licensed physician according to the provisions of this law. He/she may not
assign the narcotic drugs or psychotropic substances obtained for the intention of treatment in
any form and for any person. Further, he/she shall return what was dispensed to him or what

was left of it to its source when it is not used.

2. In case of death someone who has been given narcotic drugs, those who possess those drugs

shall return them to their source.
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Article (36):

law, or to export, manufacture, trade in, abuse, assign or possess them, except in accordance with

the terms and procedures stipulated by the regulations, and the regulation also shall specify how

It is forbidden to bring in chemical precursors listed in Schedule No. (Ill) attached to this

to monitor them and the competent authority for that.

Penalties

I: Principal Penalties

Article (37):

|: Subject to what is stated in Clause (I1) of this Article, death penalty shall be imposed

in order to ensure that the following acts are legally proven against him:

1.

2.

Smuggling of narcotic drugs or psychotropic substances.

Receiving narcotic drugs or psychotropic substances from a smuggler.

Bringing in, importing, exporting, manufacturing, producing, converting, extracting,
cultivating, or receiving narcotic drugs or psychotropic substances with the intention to
promote in cases other than those authorized in this law.

Participating by agreement in committing any of the acts stipulated in the previous paragraphs.
Promoting narcotic drugs or psychotropic substances for the second time by selling, gifting,
distributing, delivering, receiving, or transporting, provided that a previous sentence is issued

for conviction by promotion for the first time.
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6. Promote for the first time, provided that he/she has previously been convicted of committing

one of the acts stipulated in paragraphs 1, 2, 3 of this Article.

ll: The court may - for reasons it decides - reduce the death penalty to imprisonment of not less than
fifteen years, with flogging not exceeding fifty lashes in each batch, and a fine of not less
than one hundred thousand riyals.

ll: If the perpetrator is one of the following cases, and he/she has not been sentenced to death
penalty stipulated in Clause (I) of this Article, he/she shall be punished with
imprisonment for a period not less than twenty-five years, with flogging not more than
fifty lashes in each batch, and a fine of not less than one hundred and fifty thousand
riyals. These cases are:

1. If the perpetrator returns to committing one of these crimes after being sentenced for
committing one of them, and the penalty shall be applied according to the provision of this
article.

3. If the perpetrator is a public employee, user, or one of those charged with implementing the
provisions of this law, or who is entrusted with combating narcotics or psychotropic

substances or controlling their handling or possession.

3. Ifthe perpetrator is a partner in an organized gang and its objectives include smuggling drugs

or psychotropic substances into KSA, trading in them or providing them for abuse,
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orif his/her crime is associated with an international crime such as weapons trafficking, money
counterfeiting or terrorism.

If the perpetrator was armed and used his/ her weapon during his/her crime.

Article (38):

1.

Without prejudice to the cases permitted under this Law, the statutorily authorized sentences
for the possession, sale, purchase, supply, funding, receiving, obtaining, delivering,
transferring, exchanging, bartering, dispensing, in any capacity whatsoever or mediating with
the intention of trading and/or paid or unpaid promotion of narcotic drugs, seeds, plants that
produces narcotic or psychotropic substances, range from five years not more than fifteen
years imprisonment, and/or flogging by not more than fifty lashings for each crime, and/or a
fine ranging from a thousand Saudi Riyal (SAR) not more than fifty thousand SAR.

The punishments stipulated in Paragraph (1) of this Article shall be enhanced in the following
cases:

If the perpetrator fulfills one of the cases mentioned in Clause (Ill) of Article (37) of this Law.

If the perpetrator committed his/her crime or part thereof in a mosque, educational
institutions, or correctional institution, as specified by the Regulations.

If the narcotic drugs or psychotropic substances - subject of the crime - are heroin, cocaine, or
any similar substance with the same effect, based on a technical report approved by the MOH,

provided that they are among the substances listed in the schedules attached to this Law.
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D. If the perpetrator uses, employs, offers, sells, or forces by any means (e.g., the reward or
punishment approach) the persons who are under his/her guardianship, custody and/or

minors to engage in any crime or to use narcotic drugs.

E. Whosoever establishes or manages a venue for the use of narcotics or psychotropic
substances.

Article (39):

Without prejudice to the cases permitted under this Law, the statutorily authorized
sentences for the possession, sale, purchase, supply, funding, receiving, obtaining, delivering,
transferring, exchanging, bartering, dispensing, in any capacity whatsoever or mediating without
the intention of trading, promotion, abuse or use of narcotic drugs, seeds, plants that produces
narcotic or psychotropic substances, range from two years not more than five years imprisonment,
and/or flogging by not more than fifty lashings for each crime, and/or a SAR three thousand not
more than SAR thirty thousand fine.

Article (40):

1. The statutorily authorized sentences, range from three years not more than ten years and/or
flogging by not more than fifty lashings for each crime, and/or not more than SAR fifty
thousand fine, against each and every perpetrator commits the acts stipulated in Paragraph (5)
of Article (3) of this Law. Furthermore, the court may enhance such punishments due to

supporting case gl’OUI’ldS.
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against any company, institution, or establishment whose CEO or employees commits the acts

stipulated in paragraph (5) of Article (3) of this Law if it was committed for its interest.

Article (41): :Q}:.}jﬂj walxdl 8oLt
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range from six months not more than a two year- imprisonment against any perpetrator
commits the criminal acts stipulated in Articles (37) and (38) of this Law, with the intent of use
or personal abuse of narcotic drugs.

The punishment shall be enhanced in the following cases: Al Nl Jagaall suid

A. If the abuser is someone in charge for combating narcotic drugs or psychotropic substances or ~ 4:L3,J! of Adaall oly3sl) of olyusll d=8l8e o bgill (0 Gebadl (E13) A
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of narcotic or psychotropic substance.

B. If he/she abused, used a narcotic or psychotropic substance, or was under its influence during Ul Lails x5 o of Llaatl of Jaadl 3580 of §jusll 3ol bolad 13] -0

his/ her work. dlee 400
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Article (42):

1.

A case may not be filed due to the abuse, use, or addiction to narcotic drugs or psychotropic
substances against the perpetrator of one of these acts if he/she or his/her ancestors,
descendants, spouse or one of his/her relatives requested his/her treatment provided that
he/she shall submit or guide to the place of drug or psychotropic substances in his/her

possession.

Investigation, in cases of narcotic drugs or psychotropic substances abuse, may be closed for
the first time if the following considerations are fulfilled:

The accused person shall not be over twenty years old.

The narcotic drugs use, or abuse may not be coupled with a criminal offense that requires legal
consideration.

The narcotic drugs use, or abuse may not be coupled with a traffic accident that results in

mortalities making the perpetrator liable for such crime.

The accused may not, upon arrest, make any resistance, which in turn would cause harm to the

entity authorized to make arrests or others entities.
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Article (43):

Instead of imposing punishments on the addict for narcotic drugs or psychotropic
substance abuse, he/she may be placed in one of the Addiction Rehab Centers designed for this
purpose. These regulations define the cases in which the addict may be placed in the Addiction

Rehab Centers, requester entities of such placement, and the conditions for discharging this addict.

Article (44):
A Committee for Examination of Addiction Cases shall be formed by a decision of Minister of
Interior, in conjunction with MOH. The regulations shall define its functions, competencies,

membership, and workflow processes.

Article (45):

If the placed addict commits during his/her treatment term any of the crimes stipulated in
this Law, imprisonment shall be executed after subtracting the term spent in the Addiction Rehab
Centers.

Article (46):

1. The statutorily authorized sentences, range not more than three months and/or flogging by
not more than fifty lashings against whom so ever frequently visits a place designed for
narcotic drugs or psychotropic substances abuse, while using drugs, and being aware of the

place’s nature.
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The provision of this Article shall not apply to the spouse of the person who founded the said place
for narcotic drugs or psychotropic substances abuse, nor to its ascendants, offspring, siblings, or

those who reside in the said place, unless they are involved in the crime.

Article (47):

The Minister of Interior or its representatives may merely deport an addict of narcotics or
psychotropic substances who entered KSA through a Hajj or Umrah visa procuring narcotic drugs
or psychotropic substances that do not exceed its need and personal use. The regulations shall

define substance type and quantity.

Article (48):

The statutorily authorized sentences range not more than six months imprisonment and/
or a fine not more than SAR three thousand against whosoever commits an act in violation of the
provisions of Article (36) of this Law.

Article (49):
1. Without prejudice to the provisions of the previous Articles, a fine not more than SAR twenty
thousand shall be imposed on:

A.  Anyone who have a license to procure or trade in narcotic drugs or psychotropic substances,

and violated Articles (23), (30) and (31) of this Law.
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B. Anyone who manage a pharmacy or the premises licensed to trade in narcotic drugs or
psychotropic substances, and violated Article (23) of this Law.

C. Anyone who is authorized to procure narcotic drugs, psychotropic substances, plants, or seeds
referred to in schedules (1), (I1), (IV) attached herein, and who procure in good faith quantities
exceed or less than the allocated quantity.

2. The penalty imposed on the violator shall be doubled, if he/she commits similar criminal acts
stipulated in paragraph (1) of this Article, within a period of three years as of the date of the

previous sentence penalty. Further, the violating premises shall be closed.

Forcing the addict to refer to psychiatric clinic
Article (50):

The addict or abuser of narcotic drugs or psychotropic substances proven addicted may be
compelled to refer to a psychiatric clinic designed for this purpose to help him get rid of addiction
instead of applying the punishment stipulated in Article (41) of this Law. Anyone who is discharged
from the Addiction Rehab Centers shall consult psychiatric clinic to ensure that it has recovered,
provided that the physician assigned to assist the addict may submit a report on its condition to
the Committee for Examination of Addiction Cases within three months from the date of
consulting the psychiatric clinic in order to decide on his/her recovery, or to resume his/her

treatment for another term.
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Article (51): 1O gt |9 dgalat! 5oL

The addict shall be treated in strict confidence; nonetheless, his/her identity and personal = (094 Glaii deglas éiﬁ diga e @S| g (Al yun el la
Leasll Jolpe o Aoye 6T § I3 o L Sloglall ety ol (o iy
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data shall be kept confidential. In case of information disclosure at any stage of the case, the
disclosing person shall be sentenced with not more than a three-month imprisonment or a fine not

more than SAR thirty thousand.

Il: Accessory Penalties eS| Sbgdall sl
Article (52): 10 guanmadet g A i1 B UL
1. Narcotic drugs, psychotropic substances seized, all items that are unlawfully manufactured, 53Lad! of cdais (1€ Lo JSgabogrnll ddaall ol 55t of yusell algll jolas 1

p.‘ji Ml\ dlsusle slgll sda S5 fd Qlj ‘233‘:“ e dleaiwl 3? o 31

acquired, sold, or used shall be confiscated even if these materials did not belong to the
Axnlsl dlags

accused or did not convict it.

2. Narcotic drugs or psychotropic substances that are confiscated, delivered in full, or part of itis = 3> plua of (AalS @luad of < jolias &l Alaall ol 3581 of 80zl slgll calss .2
dall ol Aelipall of dpalall (o1,2¥1 § L g Latd An s8> Az (61 ) Lo

delivered, to any government entity to be used for scientific, industrial, or medical purposes, as
AW sauzs Le (399

defined by the regulations.
Article (53): 10 granadet g IS oL
Without prejudice to the rights of others, the following items shall be confiscated R P Slad 0oz yabias (4! G (133l Bgdzmy SIS puis ae
upon a court order:
1. Seized machines, tools and transportation that have been used to commit the crime. Ayl QIS (§ cransiwl Gl Ab guall Jaudl Laslu gy Slga¥lg ¥ 1
2. Funds and items obtained, whether directly or indirectly, from the commission of the crime, <K5)) ¢ ydle & o il Gl il ol Buaradl sLea¥ly Jlga¥l 2

REIR 4{}.&331 ‘L«lﬁi‘u@ ji L«:E_L_b ;Lé_é-l {m‘olj AZLA:’)_’.Z.”

even if the truth or ownership has been concealed or camouflaged.
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3. Proceeds raised from the criminal acts punishable by this law even if it has been laundered.

4. The equivalent of the estimated value of illicit proceeds in the event that these proceeds are
laundered with money acquired from legitimate sources.

5. The land cultivated with plants contained in Schedule No. (V) enclosed herein if it is owned
by the perpetrator, and if it is not the owner, the court shall consider terminating the title.

Article (54):

The competent court may, autonomously or upon a request from the investigation entity
at any stage or when the case is considered, whenever there are cogent reasons, issue an order for
provisional seizure of the fixed and movable assets of drug smugglers or dealers or the money of
his/her spouses, children or other persons who reside inside or outside KSA, until the case is
resolved, if an evidence indicating that the source of all or part of these funds were obtained from
criminal acts mentioned in Article (3) of this Law, is established.

Article (55):

1. The license for managing the establishment licensed to trade in narcotic drugs or psychotropic
substances for medical or scientific purposes shall be canceled, if the perpetrator is the one
licensed to manage it or the manager responsible for its management and has committed one
of the criminal acts stipulated in article (3) of this Law.

2. The convicted may be deprived of practicing the profession for a period not exceeding the

specified imprisonment sentence. Upon an order, the premises may be temporarily closed for
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a period not exceeding one year, or it may be permanently closed in case of recurrence of
criminal acts stipulated in article (3) of this Law.

Article (56):

1. Saudis convicted of committing any criminal acts stipulated in Article (3) of this Law shall be
banned from traveling outside KSA for a period similar to the imprisonment period after
serving his/her sentence, provided that the ban period may not be less than two years. The
Minister of Interior may allow travelling in case of necessity during the ban period.

2. Non-Saudis shall be deported from KSA after the execution of the sentence, and may not
allowed to return, except as instructed regarding Hajj and Umrah.

Article (57):

1. The license to practice the profession shall be canceled for anyone convicted of committing the

crimes stipulated in Article (3) of this Law.

2. Thelicense to traffic in narcotic drugs or psychotropic substances granted to the pharmaceutical
establishment shall be canceled if one of the crimes stipulated in article (3) of this Law is committed

by the owner of the establishment, or if it is reoccurred by one of its officials.
3. In case of the recurrence of one of the criminal acts stipulated in article (3) of this Law by one

of the official, the private therapeutic institution shall be prohibited from procuring narcotic

drugs or psychotropic substances.
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Generals

Article (58):

Whosoever engages in any criminal act stipulated in paragraphs (1), (2), (3), (4), and (5) of

Article (3) of this Law, whether such engagement reflected by agreement, incitement or assistance

shall be penalized with the same penalty imposed on the principal perpetrator.

Article (59):

1. An attempt to commit any of the crimes stipulated in Paragraph No. (1) Of Article (38) of this
law shall be punished by imprisonment for a period not exceeding ten years, and a fine not
exceeding fifty thousand riyals.

2. An attempt to commit any of the other crimes shall be punished by not more than half of the

upper limit of the imprisonment and fine penalties specified in this law for a complete crime.

3. In addition to provisions of paragraphs 1 and 2 of this Article, the court may impose a penalty

of flogging that it deems appropriate in all cases.

Article (60):

1. For significant reasons, or if it appears from the morals of the convicted person, his/her past,
age, personal circumstances, the circumstances in which the crime was committed, or other
things that give rise to the belief that the accused will not return to violating the provisions of

this law- the court may decrease the minimum prison sentence stipulated in Articles (37), (38),
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(39), (40) and (41) of this law. The court may also suspend the execution of the imprisonment
sentence imposed according to Article 48 of this law for the same reasons, unless it was
previously sentenced and returned to the same violation. The reasons upon which the
judgment was based shall be indicated in all cases.

2. If the convicted person returns to commit one of the crimes punishable under this law within
three years from reprieve, the court may cancel reprieve and demand its enforcement without
prejudice to the penalty prescribed for the new crime.

3. Ifthe period of reprieve expires without the convicted person returning for committing one of
the crimes punishable in the law, the suspended sentence shall be deemed null, and void and
all its effects shall lapse.

Article (61):

Whosoever among the perpetrators - unless he/she was the instigator of the crime - shall
be exempt from the penalties prescribed for the crimes stipulated in Article (3) of this Law, who
initiated to inform the public authorities about the crime before they become aware of it.

If the crime is reported after authorities’ knowledge of it, to exempt the reporter, his/her
report shall lead to the arrest of the remaining perpetrators as long as this is possible.

Article (62):

1. If a person commits several crimes punishable under the provisions of this law before a final
judgment is given against any one of them, he/she shall be tried for the offense with the

severest penalty and sentenced exclusively.
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2. If such acrime is punishable under this and other law, the severest penalty shall apply.

Article (63):

Penalties shall multiply with the fine, and these penalties may not require confiscation.
Article (64):

Disciplinary flogging penalties may overlap, contenting with the severer penalty, unless
the judge decides otherwise, with the declaration of evidence of guilt in each crime separately.
Article (65):

Provisions of articles (27) and (28) of Law of Criminal Procedures shall apply in relation to
controlling crimes stipulated herein.

1. Searching for crimes and their perpetrators, collecting the evidence necessary to investigate

these crimes, and seizing suspected substances.

2. Seeking the assistance of the lance corporal and the soldier in the seizure, and signing the
reports related to these crimes.
Article (67):
The competent officials in the MOH shall be concerned with enforcing the provisions of
this Law and entering drug stores, warehouses for trading in narcotic drugs or psychotropic
substances, hospitals, dispensaries, pharmacies, pharmaceutical factories, medical preparations,

and chemical analysis laboratories that use narcotic drugs or psychotropic substances. For this
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purpose, they may review the books and records related to the manner of disposing of narcotic
drugs or psychotropic substances.
Article (68):

The competent officials in Customs, Border Guards, Saudi Arabian Monetary Authority
(SAMA), and the Ministry of Agriculture (MOA) may have the capacity of criminal investigation
with their respective functions related to the provisions of this Law. They shall coordinate with the
criminal investigation officers at the security authorities and the competent investigation
authorities in anti-narcotic drugs cases.

Final Provisions
Article (69):

The MOI, the Ministry of justice (MOJ) and the MOH shall prepare the implementing

regulations for this law within a hundred and eighty days after this law comes enforceable, and

they shall be issued by a decision of the Council of Ministers and published in the Official Gazette.

Article (70):

The MOH may amend the schedules attached to this Law, by adding, deleting and/or
amending the order of Articles in such schedules, provided to such amendments shall be published
in the Official Gazette.

Article (71):

The attached schedules, and theiramendments, shall be deemed as an integral part hereof.
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Article (72): 109wy a il ol

The statutorily sentences stipulated hereunder shall not affect the legitimate rights of third > 0sS, L alladl 1da @ Lele (osaill @lgaally @Sl ey ¥
parties. el &g de

Article (73): 1O 9] g AL 3oL

This Law shall repeal the law for preventing trafficking in narcotic drugs or psychotropic  jslall ddaall ol 55tl of 8 )5kl slgll Hles¥! e pllas allaidl ia AL
substances issued by Royal Decree No. 3318 on 09/ 04/ 1353 H and all contradictory provisions. 'ﬁ‘s-”'i o das poylany L JS5.21353/4/9 &)‘3-”3 3318 Pﬁ)-” ) L;’“L“"“ szf\.;
Article (74):

1O gaeudlg Ayl W1 8oL
This Law shall be published in the Official Gazette and enter into effect after ninety days &l ¢po Lgn (asad sy 4y Jomsg Aoyl Byl § pllasdl s iy
of date of publication. 8yl
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Implementing Regulations of Law of Combating Narcotic drugs and Psychotropic Substances Approved by the
Council of Ministers Resolution No. (201) dated 06/ 10/ 1431 H

Article (1): :do¥ 8oLl
1. The MOH shall determine the certified laboratories to conduct slgall Lupsll Jdleddl ¢l oY suetall Sl Al 39 su=y 1
laboratory analysis for Narcotic drugs, psychotropic substances and el oo 3395 W1 cliatly ddaall ol i5tle 8yl

samples taken from the accused.
2. The laboratory tests shall be approved by two experts for the following: 1k b plaiss olas sl Jdmddl oty .2
A. The findings for examining the nature of the seized Baleld Lo of Lizaaloms) Sl Abguall Balll S e o aS) dmyls y
substance, proving its positivity or negativity for the Leoshs gang Aaall (3510 of 8yuzl)

narcotic drugs or psychotropic substances and its

seriousness.

. Findings of the samples taken from the accused. na@ll e B39 W clieadl e e -0
3. The MOH shall prepare laboratory testing forms and approve them in  geuddlly Ladaiaiy 4upsell Jdledll dolsd| z3kadl deiall 5yl 39 a3 .3
coordination with the MOJ. Jaadl 5yl 39 ae

4. The MOH, in coordination with the Ministry of Interior, shall determine  gueudtlls Juloeild & DU = LeaSlg colieadl 351 2488 doeinll Bl 39 sy .4

the sampling methods and the quantities needed for the test. A ) 8yl 59 e
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Article (2): Al sall)

1. Transportations shall be as follows: i@ Jad) Lsluy 1
A. Ships. oadl
B. Planes. byl o
C. Trains. ahlasll 2

2. Controls to be considered for handling medical drugs containing Adic &350 o 8ydse slge e ot G dudall Bgo¥ fom Laylgis .2

narcotic drugs or psychotropic substances on transportation are: (2 Jadl asbug 3
First: Non-Saudi transportations within the Kingdom: Aol | o8] Jo 1o As gaudl pe Jad) Lasilug Nl
1. The permission shall include the drug name, its quantities, and the i 5yusell 35l dudy LrleaSy 2590¥1 sa slowl e mpatll Jaidy .1

percentage of the Narcotic drugs or the psychotropic substance. Led Aaadl Hipll

2. The person in charge of the transportation shall declare the name of  sdasue (e Josudl (o dd! el (e Jadl Aawly e Jogud) (lay 2
custodian of these drugs. RO

3. Should any violation arise while inspecting or checking the records of ~ § 3adll of Liwzadl cldee (LT . parsll clazll Calsgl yls 13 .3
the custody of medicinal drugs which contain narcotic drugs or Adic &lyige of Bydia slgae e Goims &I Apdall Lgo¥l Buie cMmws
psychotropic substances by the competent customs official, the incident  3Ls=s¥ 2051011 8,1 39 4y (owy yunma § Aadloll Cuiyd (Aallse sl
shall be documented in an official report. Further, MOl is communicated SIS

to take the necessary action.
4. If thereis a need to Supply the transportations with medical drugs e gorms @ Andall 9oL Jadl Aliwg gz J) Axlwdl ces 13) 4

containing narcotic drugs or psychotropic substances due to a Ay cdlay auans Leld Led (ads s gl ddae ol yige ol 5y05ea Slge

shortage, a request is submitted to the Responsible department at the
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destination, Explaining the reason behind the request, drug name and slowly cdlall e 44d gy Jguosll Aamay duazzll 55¥1 )

the required quantities, Lo Ligllall = LaSTl Lga¥l

il ol dole Jami @i aldl & Mol 44 L zall e a3 9T e
U Lele ylazd! Lolxsg

provided that the quantity may not exceed the authorized percentage

in the specified country. In addition, customs shall be informed thereof.

5. The Department of Medical Services in each military entity is responsible  =ls| 2l Jbesly 4,Sue > S G bl cloasdl 5)ls) jamss 5

for taking the Mentioned measures regarding foreign military ALY 4 ,Suall Jasdt Jilug Sl L 855l
transportations.
Second: Saudi Transportations: s gaud! Jaud! tailag ey

1. The authorities responsible for transportations shall report their annual 49531 (0 Goiud! Lalas! Jaull Lslug oo Agsull wlizdl 285 1
need of emergency drugs that contain narcotic drugs or psychotropic  ssleie¥ talac ol S5a of Byisa slgn e (Goizs G Adlasdll 2lall
substances for approval, modification or rejection by Saudi Food and ) = Lay] ae dundy ol st ol celoally ol dal) Aalall 2l (e
Drug Authority (SFDA), and reason for whatever case shall be

mentioned.

2. Drugs containing narcotic drugs or psychotropic substances shall be  &ly35e ol Byuze slge e Goims G dudall igo¥) Ladms o oy .2
stored in accordance with Article (28) of the Law of Combating Narcotic ~ <lyusell 4818 allas ¢pe (o ydeatly 2alidl) 851 3 359 W lasg adac
drugs and Psychotropic Substances and this regulations. A sdag 4aadl ol \55lly

3. The medical drugs containing narcotics or psychotropic substances shall = 2 lac <l yige ol Byiss slga e Goims G Akl 9a¥l e @lud .3
be handed over to the person in charge of the transportations or its  Jiue Ladll crass S o Lo cdusiy (0o of Jaudl Ay oy J ol )

representative unless there is a pharmacist or a doctor. RET AN
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4. Medical drugs containing narcotic drugs or psychotropic substances Lle> S99 Zulic il y350 ol Bydin slge e Goims Gl Andall i90¥ 4
that may be delivered through transportation include: ik bo (@ Jadl ey 3

Drug name and the percentage of narcotic drugs gté’.a.llﬁjlbi Byusell Balll dudg ¢lgut! pe!
or psychotropic substances

Diazepam 10mg/2ml amp ol Ja2/pzla10 alosbs
Morphine 10mg/mlamp gl Jo/pxla10 nd e
Lorazepam 2mg/mlamp J_’-{-Ai J.c/p.g;laz ?L@‘I”J
Tramadol 100mg/2ml amp Jawal Ja2/pzla100 Joalelys
Pethidine 50mg/ml amp J}mi Jo/pzla50 O

Midazolam 15mg/3ml amp Jowal Ja3/pzle15 p¥g3luse
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5. Drug quantities mentioned in the above table shall be determined susy o1 sue e 2ly s odlel Jouze! Q& 8,8l Lo¥l oS 5
according to the passenger number and transport duration, considering e cuubs 392> 99 > I dads Gl 3 s - Jad!l AU 4>y
the nature of the trip and whether or not a doctor is on the trip - as JW gl e cll3g. doe (o Jaud| Aasly

follows:

Number of passengers Maximum Drugs in Ampule

Less 3to  10to  Mor A8 10 0 dI3 e Ja
than3 10 30 e Ls:30  30d)  aLit0
days days days than Lj,g
30
days
Less than 100 5 10 15 20 20 15 10 5 h.er’lOO&AJéi
passengers
100 to less than 500 10 15 20 25 25 20 15 10 g J3T 31100 o
passengers —&1,500
500 to less than 1500 20 25 30 35 35 30 25 20 oo J31 41500 (e
passengers «&1,1500
More than 1500 30 35 40 45 45 40 35 30 <&1,1500 uﬁj:si
passengers 4ol e liaty
The quantity shall be suadl aeliaty

doubled by doubling

the number
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6.

These drugs shall inject by disposable syringes, where all or part thereof

may be secured by the transportation mode, as needed.

7. The conditions and controls governing the use of narcotic drugs and

psychotropic substances and that provided in the Law of Combating

Narcotic drugs and Psychotropic Substances and these regulations shall be

complied with.

8. Should any breach have discovered by the competent official while
inspecting or checking the records of the medicinal medicines
containing narcotic drugs or psychotropic substances, the incident is
documented in an official report according to its nature.

9. The Department of Medical Services of every military authority shall
take the mentioned measures regarding Saudi military transport and all
other similar means.

10. The CEO of SFDA may amend the list of medical drugs containing
narcotic drugs or psychotropic substances, their quantities and
pharmaceutical forms permitted to be transported.

3. Medical drugs containing narcotics or psychotropic substances shall be
only used in the transportation.

Article (3):

1. The authorities competent to observe the perpetrators of the crimes

provided in the Law of Combating Narcotic drugs and Psychotropic
Substances are: General Directorate of Narcotic drugs Control and every

authority concerned with the place of the crime.
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The authorities competent to prosecute the perpetrators of the crimes
stipulated in the Law of Combating Narcotic drugs and Psychotropic
Substances are: every authority with the capacity of criminal
investigation, conducting criminal investigation proceedings or holding
a trial in accordance with the Law of Combating Narcotic drugs and
Psychotropic Substances, these Regulations and the Law of Criminal

Procedures.

Article (4):

The competent authorities to request assistance from other

countries regarding smuggling control or illicit trafficking in narcotic drugs

or psychotropic substances on a ship on the high seas are:

1.

2.

General Directorate of Narcotic drugs Control.

The International Criminal Police Organization (INTERPOL).

Article (5):

1.

The authorities competent to prosecute and punish any Saudis outside
the Kingdom who committed one of the crimes provided in Article (3)
of the Law of Combating Narcotic drugs and Psychotropic Substances
are: General Directorate of Narcotic drugs Control, Bureau of
Investigation and Public Prosecution and competent courts.

The case shall be filed under an official request from the competent
authorities in the country where the crime was committed, or a

statement issued by an official entity, provided that the request or
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statement is accompanied by certified copies of the documents on
which the accusation relied, including crime, facts, descriptions, and

evidence.

Article (6):

1.

The authorities competent to prosecute perpetrators of the crimes
stipulated in Article 3 of the Law of Combating Narcotic drugs and

Psychotropic Substances outside the Kingdom are:

General Directorate of Narcotic drugs Control.

INTERPOL.

The measures referred to in Article (8) of the Law of Combating Narcotic
drugs and Psychotropic Substances shall be considered as provided in

international agreements.

Article (7):

1.

The entity authorized to consider requests for assistance is: Mutual
Legal Assistance (Standing Committee for Legal Assistance Requests)
within the Ministry of Interior, where all legal assistance requests are
referred to.

The United Nations Convention against lllicit Traffic in Narcotic Drugs
and Psychotropic Substances of 1988 and its Regulations shall be
considered regarding assistance request, its form, contents, response,

refusal or postponement, and enforcement terms.
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Article (8): e ) 8oL

1. The authorities competent to permit the entry, passage, or exit of I35l ol Byuzell slsll 595 of (Jab 7lewdly anzll cllaludl 1
narcotic drugs, psychotropic substances, or replaced substances a,ull: 8 4ie z 9,5l of ASLall @ul8] pe Llme cul> lga of 2ulaall
through the Kingdom are: The General Directorate for Narcotic drugs ylesdl dxliang el usll AxdlSL dolall

Control and the Saudi Customs Authority.

2. Controls and terms for controlled delivery shall be as follows: b 9y dig ) el baylgs 2
A. If the shipment is planned to enter the Kingdom: (o ALl @) Churud L il cuK13)
1. The request shall be in Arabic. Apyallaall L}:Sa N IO

2. The request shall include the available information about the exporter,  Ll3ly &iceddl jduas e 8,819all claglall e cdlall Jozdo of 2
carrier, transportation, type of narcotic drugs or psychotropic substance,  § ¢ub ysall (oled¥ly Aaall J35ll o 8yusll Balll g g39 Jaill dliw g9
and the persons committing the crime within the Kingdom. ALl 0] U515 (raaga ol das ol Q1SS

3. The requester shall arrest the exporter and other accused persons - @3 slg - (10381 rally Limddl Jouas laay AUl 22! pAl ol .3
whether the involved persons inside the Kingdom were arrested or not ¥ @] Jssosd! ety @ of ALl 515 oo y9all (o lsess¥ ) Jguosdl
reached for any reason - and the competent authority in the Kingdom  § 4Slelly wila@=all mbiy Al 3 Lazsell Al w93y - cuw
shall be provided with the results of the investigations and trial. Al

4. The competent investigation authorities in the Kingdom shall exercise  Lslid oLl 38001 gty aSLall 3 Lapally nrsll wlexll ails o 4
due diligence while carrying out the criminal investigation procedures, 3,45 of 7 lyuiwl 91 (s, 5 5929 puie (o Bazally Lpall lel by
and verify that there is no incitement, solicitation, or victimization of ~ <lel, >l adg JI 8;0Ldl Llad <13 e Juo o Lt ybs Le (G « aadly
others. Further, in the event of an evidence thereon, the authorities shall U adladl gl sllalu D019 Lela) ol

cease or cancel the procedures and notify the KSA requesters.
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Narcotic drugs, psychotropic substances, subject to controlled delivery,

or any part of the quantity shall be placed if it is agreed to be replaced.

The request shall be as agreed upon regarding the shipment to be
delivered and transportation mode, whether the persons involved are

arrested or not.

Saudi Customs and General Directorate of Narcotic drugs Control shall
verify the shipments subject to the controlled delivery at the port
through which the shipment will pass under a joint record.

The shipments with the transportation mode, if any, shall be delivered
after conducting inventory count to the General Directorate of Narcotic
drugs Control for the necessary procedures.

If the shipment is planned to pass through the Kingdom to another

country, the following controls shall be considered:

The request shall be in Arabic.

Saudi Customs shall verify the existence of the narcotic drugs or
psychotropic substances to be delivered or the substances that have
been substituted according to the delivery request.

The General Directorate of Narcotic drugs Control, in coordination with
any competent authority within the Kingdom, shall monitor the
shipment until it [eaves the Territory and hand it over to the authorities

of the other country.
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The request shall include complete information on the shipment, as well
as the approval of the country of destination. In the event that the
shipment passes through several countries following its exit from the
Territory, the competent authority in the requesting country shall
coordinate with those countries, obtain their approval, and attach the
relevant evidence.

If the shipment is detected within the Kingdom, and was on its way to
another country, the following controls shall be considered:

The request shall be in Arabic.

The competent authorities within the Kingdom shall agree with the
authorities of the country of destination to send the same shipment or
replace it.

If it is agreed to send the shipment of narcotic drugs or psychotropic
substances without replacing it, samples shall be cut from the quantity.
The requestshall be as agreed by the authorities regarding the shipment
to be delivered and transportation mode, whether the persons involved

are arrested or not.

In all cases and in the event that the shipment includes any prohibited
substance other than narcotic drugs or psychotropic substances, the
General Directorate of Narcotic drugs Control shall coordinate with the
relevant authorities before taking any procedures regarding the above
mentioned controlled delivery cases.

The procedures mentioned in the previous paragraphs shall be taken,

after obtaining the approval of the Minister of Interior or its
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representatives, provided to coordinate with the Saudi Customs any
matters falling within its competence.

The Minister of Interior, at its sole discretion, or its representatives may
make exceptions to these controls and conditions, provided that the
competent authorities shall verify the existence of narcotic drugs or
psychotropic substances and concealment place and may only be

satisfied with observation of these substances and not inspection.

Article(9):

The private establishment desiring to import or export narcotic drugs or
psychotropic substances for legitimate purposes shall be licensed by the

MOH or SFDA, each within its field of competence.

The public or private establishment shall have an annual need approved
by SFDA.

The import license shall be valid for a maximum period of one year,
which expires at the end of the annual needs.

The import license shall be renewed as per the following terms:

The license of the private establishment shall be valid.

The requester shall have needs, covering the quantity to be imported,

approved by SFDA for the year during which the renewal is to be made.
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For import delays, the establishment shall submit evidence that the
delay was due to satisfactory reasons.
The export requesters shall submit a valid import license from the

importing country, including the following:

Name and address of the importer, beneficiary, manufacturer, and

exporter

The scientific and trade name of the substance, pharmaceutical form,

concentration, volume, packaging, quantity, and net weight.

The export license shall be valid for a period equal to the validity period
of the import license issued by the importing country, provided that its
validity period may not exceed one year.

The export license shall be renewed as per the following terms:

The license of the private establishment shall be valid.

The requester shall have needs, covering the quantity to be exported,

approved by SFDA for the year during which the renewal is to be made.

The import license issued from the importing country shall be valid and

match the export license data.
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10.

The import or export license shall have the following data:

Name and address of the importer, beneficiary, manufacturer, and

exporter‘

The scientific and trade name of the substance, pharmaceutical form,

concentration, volume, packaging, quantity, and net weight.

License instructions set by SFDA.

The import of narcotic drugs and psychotropic substances shall be by air
transport. The SFDA, in agreement with the MOI, may authorize other
transportation modes. The importer shall comply with the conditions
and specifications for the transportation and shipment of narcotic drugs
and psychotropic substances by the manufacturer, as well as the terms
providedin the international agreements and laws in force in the

Kingdom.

Samples of narcotics or psychotropic substances may not be imported

except for registration only.
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Article (10):

The quantity to be imported or exported shall be checked as per the

following controls:

1.

The quantity to be imported may not exceed the quantity of the

establishment’s requirements approved by SFDA.

The data and the quantity of the substance to be exported shall match
the data, its whole quantity, or any part thereof as in the import license

issued by the country of destination.

The quantity of the substance to be exported may not exceed the annual
need of the country of destination, as approved by International
Narcotic drugs Control Board (INCB).

Article (11):

1.

Issuance of a clearance permit of narcotic drugs or psychotropic
substances arriving at the Saudi Customs requires an import license
issued by the SFDA before the date of the substances' arrival in the
Kingdom. except drugs containing narcotic drugs or psychotropic
substances that are in the possession of patients coming to or departing
from the Kingdom for personal use in accordance with the procedures
and controls approved by the CEO of SFDA, in coordination with MOH.
Narcotic drugs and psychotropic substances shall be kept within the
Saudi Customs in accordance with the terms mentioned in Article (19)

herein.
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3. The clearance license shall include the license instructions set by SFDA.

Article (12):

1. The entity desiring to import planting seeds listed in schedule (IV)
annexed to the Law of Combating the Narcotic drugs and Psychotropic
Substances shall submit a request indicating the seeds type, quantities,
and purpose.

2. The request shall be addressed to MOI. Further, it is to be examined by
a committee composed of the MOI, MOH, Ministry of Higher Education,
MOA and SFDA.

3. Theimport license shall be valid for one year from date of issuance.

4. The import license shall include the following data:

A. Seed name, type, and quantity.

B. Beneficiary name and address.

C. Name and address of the importer

and exporter.

D. Importing purpose.
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Expiry date of import license.

License instructions set by MOIL.

The seeds arrived at the Saudi Customs may be delivered under a
clearance license issued by the Ministry of the Interior, provided that the
license shall be returned to it upon its expiry. For a clearance license,

an import license issued by MOl is required before the date on which

the seeds arrive at Saudi Customs.

Seeds may only be imported in sealed packages with a statement
specifying the name and quantity of the substance. Substance packages

may not contain any other substance.

The seeds shall be in the custody of a person specified by the requester
upon request submittal, while adhering to Article (22) of the Law of

Combating Narcotic drugs and psychotropic Substances.

The beneficiary shall submit evidence on the usage of the quantity for
the purpose for which itwas requested according to a statement held by

it and shall also submit a copy thereof to MOI.
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10.

If the quantity has not been used, the remaining quantity shall be
handed over to the General Directorate of Narcotic drugs Control under
astatementissued. Further, the provisions provided in Article (52) of the
Law of Combating Narcotic drugs and psychotropic Substances and

these Regulations shall be applied.

For the issuance of a planting license, the following terms shall apply:

The location of the cultivated area and the duration shall be determined.

The place prepared for cultivation shall be surrounded by a security
fence with security guards employed by the beneficiary. In addition, the

authorized persons are only allowed to enter.

The beneficiary shall preserve the production including seeds and
others in a way that ensures that they will not leak or used for other
purposes than the intended. The beneficiary’s entity shall undertake

control and inspection procedures to verify the same.

The rest of the crops and production, if any, shall be destroyed in
accordance with Article (52) of the Law of Combating Narcotic drugs

and psychotropic Substances and these Regulations.
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Article (13):

Transportation and delivery of narcotic drugs or psychotropic
substances within the Kingdom shall be under to the following controls
and terms:

Substances shall be kept inside tightly closed and sealed containers with
a serial number documented in the statement on origin, where a copy

thereof shall be saved by both the supplier and the beneficiary.

The handover of narcotic drugs or psychotropic substances from the
warehouse to the container and vice versa shall be made under a
statement signed by the custodian of the warehouse and the official

entrusted with the container.

Delivery statement shall include substance name, volume, package size,
quantity in figures and words, name and address of the deliverer and

receiver, delivery date and seal.

The container through the period of transportation, handling and

delivery shall be under security guard licensed and approved by MOI.

If the narcotic drugs and psychotropic substances be transported by a

private carrier, the carrier shall be licensed by the MOI.

The following instructions are to be followed when transporting drugs

containing narcotic drugs or psychotropic substances:
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The storage during transportation shall be with the storage

specifications set by the manufacturer.

The official entrusted with the container shall be a pharmacist or a

pharmacist technician.

The delivery statement shall include the pharmaceutical form,

concentration, batch number, and expiry date.

Upon transportation, the samples sent to laboratories for analysis shall
be stored inside a sealed package with a letter indicating the substance
name and the quantity, whether in amount or weight, provided that a
letter handed to the laboratory with the test request shall be attached to

the package while mentioning the exhibit number.

Article (14):

1.

The Saudi Customs may not permit the passage of narcotic drugs or
psychotropic substances through the territory without a permission
from the Minister of Interior or its representative.

The following terms regarding the passage of narcotic drugs or
psychotropic substances through the Kingdom shall be applied:

The authorized person shall obtain a license from the country of

exportation and the country of destination.

Transportation mode, route and exit port shall be determined.
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C. Type, name, quantity and percentage of narcotic drugs or psychotropic

substances shall be determined.

D. Narcotic drugs or psychotropic substances shall be subject to a security

guard determined by MOI.

3. Saudi Customs shall verify the availability of the necessary terms
regarding the passage of narcotics or psychotropic substances through
the territory in accordance with the applicable laws, regulations, and

instructions.

4. Customs shall verify the exit of narcotic drugs or psychotropic
substances from the territory through the specified exit port within the
specified period. In the event of non-departure, the General Directorate
of Narcotic drugs Control shall be immediately informed to take the
necessary actions within its field of competence, provided to notify the

Saudi Customs about the actions taken in this regard.

Article (15):

CEO of SFDA, in coordination with the Minister of Health, shall
approve the regulations and controls regarding handling narcotic drugs or
psychotropic substances in warehouses, drug factories and therapeutic

institutions.
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Article (16):

1.

G m m O

The statement of the registration of narcotic drugs or psychotropic
substances in pharmaceutical establishments and therapeutic or
research institutions licensed to use narcotic drugs or psychotropic
substances shall include the following:

Periodic record (records) No. and its date.

Generic name of the narcotic drugs or psychotropic substances, dosage
form, concentration, volume, package size.

Remaining quantity of the previous periodic record.

Received quantity.
Deliverer.
Total amount.

The dispensed quantity.

The data for whom the amount was dispensed.

The remaining quantity.

Name and signature of the custodian of narcotic drugs or psychotropic
substances.

Name and signature of the establishment manager or its representative.
Official stamp of the establishment.

The data of the periodic record (records) shall be submitted every six
months to the MOH or SFDA, each within its field of competence, and a

copy thereof shall be maintained within the establishment.
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3. The CEO of SFDA, in conjunction with the Minister of Health, shall
approve the dispensing procedures and controls.
Article (17):
The CEO of SFDA, in coordination with the Minister of Health, shall
approve the procedures and controls for the sale and delivery of narcotic
drugs or psychotropic substances and their disposal at pharmaceutical

establishments and therapeutic institutions.

Article (18):

1. Therequestfor alicense to establish, separate and construct factories or
laboratories  specialized in manufacturing narcotic drugs or
psychotropic substances for scientific or commercial purposes, shall be
submitted to SFDA.

2. AStanding Committee shall be formed in SFDA in conjunction with the
Ministry of Interior, the Ministry of Trade and Industry and the MOH.

The committee shall undertake the following tasks:

A.Set the instructions and procedures to license factories and laboratories
referred to in paragraph (1) above, and the methods to be adopted for

monitoring.

B.Consider license applications referred to in paragraph (1) above, and the
appropriateness of approval thereof.
3. SFDA shall submit the license applications approved by the Standing

Committee to the Council of Ministers for necessary action.
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Article (19):

1.

The following instructions shall be applied regarding the storage of
narcotic drugs and psychotropic substances:
Narcotic drugs and psychotropic substances shall be stored according to

the storage specifications and conditions set by the manufacturer.

Narcotic drugs and psychotropic substances shall be stored in a safe or

warehouse within the licensed establishment.

The safe (or warehouse) shall be only designed to store narcotic drugs

and psychotropic substances.

The safe (or warehouse) shall be tightly closed, so that it cannot be
removed, broken, or moved. It shall also be provided with a security
alarm system for protection.

SFDA, in coordination with MOH, shall verify the safety and security of
the provided modern technology to preserve narcotic drugs and
psychotropic substances maintaining their properties according to the

previous conditions before approval for use.

CEO of SFDA, in coordination with the Minister of Health, shall approve
procedures and controls regarding preserving and destroying damaged
items and empty packages containing narcotic drugs and psychotropic

substances.
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The following measures shall be taken in cases of the increase, loss,

shortage or destruction of narcotic drugs and psychotropic substances:

The custodian shall maintain it and inform its line manager of what
he/she has observed without touching or changing its conditions. The
official shall immediately provide guards in the place and seize all its

contents.

If the loss, shortage, or destruction was a result of burglary, or there is a
suspicion of theft or evidence on robbery, the establishment manager
shall inform the Police and the General Directorate of Narcotic drugs

Control of the incident.

If the loss, shortage, destruction, or the increase leaves no signs of
assault or burglary, or there is no suspicion of theft, the following

measures shall be taken:

The establishment manager shall form an investigation committee of
at least three members, one of them shall be working at the inventory
control department in the establishment, to be assigned with the

following:

A. Conductaninventory count of the items in the place where the increase,

shortage, loss, or destruction has taken place in order to count the

excess, missed, lost or destroyed items and their quantities.
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Examine reasons for the increase, loss, shortage, or destruction, whether
it is out of negligence, omission, or any other emergency, with the

determination of the liability of the defaulting party or negligent.

The establishment manager shall submit the committee's report to
MOH or SFDA, each within its field of competence, to take the necessary

action, and keep a copy thereof in the custody record.

the criminal investigation component official at MOH or SFDA finds out
that the increase, loss, shortage, or destruction is resulted from a
criminal act, then an incident record shall be prepared, and the General
Directorate of Narcotic drugs Control and the Bureau of Investigation

and Public Prosecution shall be notified thereof.

Article (20):

Conditions for the prescription are as follows:

The prescription shall only include one medication.

The prescription shall consist of an original at the top of which the
(controlled substance) phrase shall be written in red and two copies

with (not for dispensing) note.
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The original prescription is kept within the pharmacy. In addition, the
patientis given a copy, and the other copy is kept within the prescription

record.

The prescription shall be written in indelible ink and be free from any

scratch or modification.

Prescription data:

Establishment name and address.

Patient full name, age, gender, and nationality.

Patient file number and ID number.

Number and date of prescription.

Diagnosis.

Scientific name of the drug, pharmaceutical form and prescribed dose,
treatment duration in number and writing.

Physician name, work permit number and signature.

Pharmacist name, custodian, work permit number and signature.

Prescription instructions determined by MOH in coordination with
SFDA.

Establishment stamp.
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2. The expiry date of the prescription from the date of issuance shall be as
follows:

A. Only one day in emergency cases.

B. Seven days for clinics and outpatients.

The Minister of Health, in coordination with the CEO of SFDA, may
amend the terms, data and the expiry date contained in the previous

paragraphs of this Article.

Minister of Health, in coordination with SFDA, shall verify the provided
modern technology while writing the prescription to ensure compliance

with the previous term before approval.

Article (21):

The original prescription shall be maintained for three years.

Each pharmacy shall keep a record of the prescriptions for a period of

five years.

The prescriptions and records shall be destroyed following the expiry of
the specified period by a three-member committee formed by a decision
of the establishment manager or its representative, and a report thereon

shall be prepared.
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Records shall be written in indelible ink and when amendment is made,
it shall be signed.

At the end of each year, the name and signature of the custodian of
narcotic drugs or psychotropic substances, and name and signature of
establishment manager or its representative shall be written on the
record. The record shall be stamped with the official stamp of

establishment.

Records shall be kept for ten years.

Records shall be destroyed following the expiry of the preservation
period by a three-member committee formed by decision of
establishment manager or its representative and a report thereon shall

be prepared.

SFDA shall verify in coordination with the MOH that there is a modern
technique for registering all drugs delivered to pharmacy or warehouse

to ensure compliance with the previous terms.

Article (23):

The Minister of Health in coordination with the CEO of SFDA shall adopt
procedures and controls for prescribing and dispensing narcotic drugs

or psychotropic substances in the therapeutic institutions.
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2. The Minister of Health shall adopt procedures and controls for ensuring
the compliance of therapeutic institutions with this Article and shall

review all evidences proving such compliance.

Article (24):

1. Physicians shall be licensed to possess, prescribe and dispense narcotic
drugs or psychotropic substances from their private clinics in

accordance with the following controls:

A. The clinic license issued by MOH shall be valid.

B. The clinic shall have an annual needs approved by SFDA.

C. Narcotic drugs or psychotropic substances shall be in the custody of
physician, owner of the clinic, and under his responsibility or in the
custody of Saudi pharmacist or a Saudi pharmacy technician working in

the clinic.

D. The possession shall be limited to emergency drugs specified by

Minister of Health.

E. The prescription and dispensing in private clinics shall be subject to

controls set forth in Articles (20, 21, 22 and 23) herein.
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Controls for the possession and administration of emergency drugs
containing narcotic drugs or psychotropic substances in emergency

cases:

Manager of the emergency center shall be responsible for emergency
drugs containing narcotic drugs or psychotropic substances in the
emergency centers, in the absence of a Saudi pharmacist or Saudi

pharmacy technician in the center.

Head of the emergency teams shall be responsible for the custody of
emergency drugs containing narcotic drugs or psychotropic substances

in the emergency ambulance.

Minister of Health shall adopt emergency drugs containing narcotic
drugs or psychotropic substances and pharmaceutical forms, which are

permitted in €mergency cases.

. The emergency drugs containing narcotic drugs or psychotropic

substances in emergency cases shall be given as follows:

The emergency drugs shall be given to patient by the first aiders after

obtaining approval of physician and identifying the drug and dose.
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The empty drug container shall be returned to the entity that dispensed
the drug. Patient’s name, physician name, time and date of contact,
name of dispensed drug, dose, and time of dispensing, name and
signature of the person who dispensed it shall be registered in the

custody record.

If the dose prescribed to patient is less than the capacity of the injection,
the first aider who gave drugs and head of emergency team who
administered the drug, shall discard the remaining quantity, and sign the

same in the patient's emergency I’EPOTI.

Article (25):

Family members are parents, children, siblings, and spouse.

Article (26):

The Minister of Health shall issue controls and instructions for

returning the drugs containing narcotic drugs or psychotropic substances
and means of their disposal, including narcotic drugs or psychotropic

substances dispensed by a government or private therapeutic institution.

Article (27):

The provisions set forth in the Law of Chemicals Import and
Management and its Implementing Regulations shall be applied to
precursor chemicals listed in Schedule (Il) annexed to Law of

Combating Narcotic drugs and Psychotropic Substances with regard to
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terms and conditions for importing, exporting, manufacturing, trading,
abusing, assigning, possessing and monitoring them and the competent
authorities.

The competent authorities indicated in the previous paragraph of this
Article shall provide the MOI (General Directorate for Narcotic drugs
Control) with the following:

Annual estimates of legitimate annual needs - per calendar year- of
precursor chemicals determined by MOI (General Directorate for
Narcotic drugs Control).

Copy of import and clearance permits.

The purpose for which precursor chemicals were brought, and the

approximate quantity required for this purpose.
Quarterly statements and reports on the following:
The consumed amounts and remaining amounts.
Produced and consumed amounts.

Destroyed amounts.
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Names of produced substances, their amounts, names and addresses of
beneficiaries, amount of each entity and purpose for using these

substances by each beneficiary.

These quantities should be by weight (kilograms, grams) or by volume

(liters, milliliters).

Statement at the end of each calendar year shall be presented, including

the following:

Total of imported (cleared) quantities by weight or volume and the

country of exportation.

Total of exported quantities by weight or volume and the country to

which itis exported.

The weight shall be net and not include weight of package or container.

. A copy of reports of violations of the Law of Chemicals Import and

Management and its Implementing Regulations.

In addition to the competent authorities indicated in the Law of
Chemicals Import and Management, the MOI (General Directorate for
Narcotic drugs Control) shall coordinate with SFDA to control precursor
chemicals and verify the validity of data mentioned in paragraph (2) of
Article (27) herein.
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A Saudi pharmacist, Saudi chemist, Saudi pharmacy technician or Saudi
chemical technician shall be responsible for the custody of precursors
chemicals listed in the schedule (lll) annexed to Law of Combating

Narcotic drugs and Psychotropic Substances.

Article (28):

Arraigning and bringing a public prosecution against the crimes
stipulated in both paragraphs (5, 6) of clause (I) of Article (37) of the Law
of Combating Narcotic drugs and Psychotropic Substances shall be
based on the previous provisions prior to the issuance of Law of
Combating Narcotic drugs and Psychotropic Substances.

The judgment shall include determination of the description of offense

and narcotic drugs or psychotropic substances.

Article (29):

1.
2.

n = > &

The service facilities shall be attached to the respective mosques.

There shall be strictly considered the sanctity of the two Holy Mosques.

Such strict consideration includes all places intended for education or
training, and associated activities, as well as their facilities and their
neighborhoods.

The reforming institutions include:

Detention centers.

Correctional facilities and prisons.

Rehabilitation and surveillance centers and girl's welfare foundation.
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Article (30):

If the judge decides that abuser or user of narcotic drugs or

psychotropic substances shall be imprisoned, the punishment may not

exceed the maximum punishment set forth in paragraph (1) of Article (41)

of Law of Combating Narcotic drugs and Psychotropic Substances.

Article (31):

1.

The narcotic drugs or psychotropic substances in possession of abuser
or addict shall be delivered to the concerned entity. Seizures shall be
recorded in an official report and submitted to the General Directorate

of Narcotic drugs Control.

If the narcotics or psychotropic substances in possession of abuser or
addict are not delivered but their place is described, the Police shall seize

them in the absence of Narcotic drugs Control Department.

The cases of abuse of narcotic drugs or psychotropic substances
indicated in paragraph (2) of Article (42) of Law of Combating Narcotic
drugs and Psychotropic Substances include the criminal acts punishable
under

Article (41) thereof, if that is for abuse or personal use.

Investigation in the cases of abuse of narcotic drugs or psychotropic
substances or possession for the purpose of abuse or personal use for
the first time shall be filed in accordance with the Law of Criminal

Procedures.
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The entity that orders to suspend investigation shall inform the
Directorate of Narcotic drugs in the region to record cases filed in a
special record in accordance with Article (42) of Law of Combating

Narcotic drugs and Psychotropic Substances.

Article (32):

1.

An addict is a person proven to be addicted by a medical report issued
by a rehabilitation institute designated for this purpose.

Cases in which addict may be placed in rehabilitation institute:

The addict found to be addicted to narcotic drugs or psychotropic
substances, provided that no other offense may be associated.

The addict who possessed, acquired, purchased, or received narcotic
drugs or psychotropic substances only for abuse, provided that it does
not exceeds his need or personal use.

The addict who is arrested by competent authority based on a report or
compliant.

The rehabilitation institute shall determine the admission duration by a
medical report as required by the condition of treatment of the addict,
provided that the admission duration may not be less than fifteen days.
The committee of examination of addiction cases shall submit its report
on the addict to the Bureau of Investigation and Public Prosecution,
including his/her social and medical condition and the required
treatment duration.

The Bureau of Investigation and Public Prosecution shall submit the
report of the committee of examination of addiction cases to the

com pete nt court.
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The addict shall be admitted to a rehabilitation institute under a court
order after conviction.

The treatment duration may not be less than six months and may not
exceed two years and court may reduce the minimum period for
compelling grounds.

The admission is not applied to the following cases:

. The addict who was previously admitted twice to the rehabilitation
institute by court order.

The addict who previously committed during his treatment duration in
the rehabilitation institute any of offenses set forth in the Law of
Combating Narcotic drugs and Psychotropic Substances.

Paragraph (a) does not apply to the addict who has been admitted to the
rehabilitation institute three years ago.

Terms for release:

The rehabilitation institute shall discharge the admitted addict after the
stabilization of his/her condition by a medical report, provided that the
committee of examination of addiction cases shall be notified in writing.
If the condition of admitted addict requires the extension of his/her
treatment duration, the rehabilitation institute shall submit a report on
the case sufficiently prior the expiry of the treatment established period.
The order by extension for additional period/s shall be issued by the

judge issuing the admission order.
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10. The treatment order issued by the court shall be canceled at the request 2Ly aladl cles¥ly guaz=ill Lia (1o cdlay LSl (10 Ml el A

of the Bureau of Investigation and Public Prosecution based on the
committee report, in the following cases:

A. The uselessness of treatment.

B. The addict’s violation of the duties imposed to be treated in the
rehabilitation institute.

C. Violation of the regulations and instructions of the rehabilitation

institute.
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D. If the addict committed during his treatment duration any of offenses  allas 3 Lple Joguaill @zl oo BT delay) Wl gagll iS5yl 13)

set forth in the Law of Combating Narcotic drugs and Psychotropic

Substances.

Article (33):

1. Duties and Functions of Committee of Examination of Addiction Cases:

Alaall o islls ool ] 2l
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A. Forming sub-committees and defining their duties, functions, and Jeall jpw Slelialg Lpbobaisly Lploe yumig e yd o lxd JSAS

progress PI‘OCECI ures.

Les

B. Studying reports on the addiction cases submitted by sub-committees 209 Oled¥l e¥l> e dyeyall plelll Ladys @l oladl dwlys

and submit recommendations in this regard to the National Committee
for Narcotics Control.

C. Monitoring and evaluating the performance of sub-committees.

lyasell axslSt 2k ol il ) Lels § wiloss

Identifying the entities authorized to receive the addiction treatment (s slgw (los¥l (o Phall @ldb Jlawwl gzl @bl wpuxs

requests whether from the addict himself/herself, his/her ascendants, x99 44_3)\_87 Aol gl d> 95 ol degyd of dgunl usl of dudi oall

offspring, spouse or relative and developing controls for receiving such

requests.
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Developing required controls to maintain the confidentiality of
information in accordance with Article (51) of Law of Combating

Narcotic drugs and Psychotropic Substance.

The committee includes in its membership representatives from the
following entities:

MOI.

MOH.

Ministry of Human Resources and Social Development.

Bureau of Investigation and Public Prosecution.

National Committee for Narcotics Control.

Committee’s work progress procedures:

The committee shall have secretary undertaking its works.

The place of this committee shall be the headquarter of National
Committee for Narcotics Control.

The committee shall have a chairperson for three years, renewable only
once, and with rotation between MOl and MOH. The committee
chairperson shall be chosen by the Minister of Interior in coordination
with Minister of Health.

This committee shall meet quarterly, and it may meet at the request of
the chairperson, whenever needed.

The committee's decisions shall be issued by majority vote.

The committee may, in order to perform its duties, seek the assistance of

all of the specialists it deems appropriate.
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G. The General Secretariat of National Committee for Narcotics Control izl Jleel olyusel] 2dlSL b ol Lizeld Aslall LY ACNEIES!
shall support the work of the committee and its sub-committees .L.'I.éjLJLA e yall Leldg
financially and technically.

H. The committee may take every procedure it deems necessary to el dudd el ] oo 815 Lo BLs] (§ 32l Ll 2

facilitate the work.

Article (34): 1Ot g dnal JI 35U

1. The narcotics and psychotropic substances indicated in the Article (47) (o (Qg.a.}ﬂ\j Zagludl) 3ol 8 L) sladl adaatl ol )33 lle 3yusell algdl 1
of Law of Combating Narcotic drugs and Psychotropic Substances, are ¥l LSy sloll (2 Adaall ol 3l oyl dxdlSa allas

as follows with their respective quantities:

Substance name Authorized

amount As

(0s28dl) Gileasdl | 1

1 Papaver Somniferum 100 mg o0 100
(Opium)
2 Cannabis and 100 mg =0 100 aall sl yg sl 2
Cannabis resin (Lo, Wy iadmd!)

3 Catha edulis (KHAT) 1000 mg =0 1000 oLl 3
4 Fentanyl 10 mg 0xe 10 Juils 4
5 Hydrocodone 225mg (om0 225 09395 9y 5
6 Hydromorphone 150 mg = 150 Ogd 90 9)dua 6
7 Methadone 1¢g ‘a\)_?- 1 O9aline 7
8 Morphine 15¢g pl>15 Ondy9e 8
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9 Oxycodone 05g ‘a\).?- 0.5 ‘33335.5“53? 9
10 Pethidine 6¢g aly>6 YT 10
1 Codeine 6¢g ply>6 OmdeS 1
12 | Dextropropoxyphen 3¢g al>3 S99y 9 Aus s 12
13 Dihydrocodeine 6g ply>6 LS 39S 950 ]! 13
14 Dronabinol 05¢ al> 05 Jeiubigys 14
15 Methylphenidate 1¢g al1 Slagded Sl 15
16 Buprenorphine 150 mg al> 150 A8 59 9 16
17 Butalbital 05g al,>05 Jlr s, 17
18 Flunitrazepam 15 mg ply>15 ploslAagld 18
19 Pentazocine 3g ply>3 O 95las 19
20 Pentobarbital 15¢ pl>15 Jbesbgy 20
21 Barbital 75¢g ply>75 Jbwsby 21
22 Chlordiazepoxide 05g al> 0.5 NUDILYU FCSTN Y 22
23 Clorazepate 300 mg aly> 300 < luslelS 23
24 Diazepam 150 mg ply> 150 plosls 24
25 Lorazepam 37.5mg = 37.5 pluslyed 25
26 Medazepam 300 mg =+ 300 ploslae 26
27 Meprobamate 20¢g o= 20 Slabig ue 27
28 Oxazepam 0.75¢g al>0.75 plslusSsl 28
29 Phenobarbital 15¢ ply>15 Jlligid 29
30 Prazepam 05¢g ply> 05 plosly 30
31 Temazepam 300 mg = 300 plosless 31
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32 Tetrazepam 15¢ A= 15 RIS 23 |

33 | AMPHETAMINES | Tentablets | _ol,di5,dc | lusliaed) dcsome 33‘

2. The Minister of Interior may in coordination with the Minister of Health  s1gll &Sy ﬁ‘ﬁj Jum of . dxall )9 ae Geaddly. Ads ) 3l 2
modify types and quantities of narcotic drugs or psychotropic  .sMei(1) 3,841 § 38l Jgazll § 89Sl alaall ol 35l of 85zl

substances listed in the schedule in the paragraph (1) above.

Article (35): 109N g duuna il 35LLI
The MOH shall, in coordination with the Committee of Examination . Les¥l e¥l> § ol s ae Guaddlly - dmiall 839 Suzs

of Addiction Cases, determine psychiatric clinics indicated in Article (50) of =~ <lyasell 2818 allas ¢y (Crucesd!) 83U 3 Ledl HLALI Auasll olaleal)

Law of Combating Narcotic drugs and Psychotropic Substances. Adaall olyislly

Article (36): 109NN g Awalud! 5oL

1. The substances indicated in paragraph (1) of Article (52) of Law of ~ allas e (Cucesedls 4slil) 3ol oo (1) 58401 3 89S ALl 3lgdl jobias 1
Combating Narcotic drugs and Psychotropic Substances shall be § clUs cuty o)f (e Llaus 3ymas Adaall o35kl olyusll dxsiSh
confiscated once seized, provided that this shall be recorded in the Lall o=
seizure report.

2. The Minister of Interior may maintain illicit narcotic drugs and |35kl of Byusll slell dhylall Al i) Caw of Adsludl uisd 2
psychotropic substances with the control authority that have seized it~ 3,ls] J| Laslud ol L8| acgn o Lo (&) &eg,idl pe 3ulaal)
until being disposed of or delivered to the General Directorate of Sl 4=l

Narcotic drugs Control.
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3. A. One or more committees shall be formed — at the sole discretion 5,5l slgdl COMY . A1l 139 o1y Lo sy AT Kasd 3
of Minister of Interior- to destroy of the confiscated narcotic drugs i S O o Lpd eyl (8 yalall Adaall ol 35l o
and psychotropic substances. The committee shall include
representatives of:

1. Province Emirate. skl glel 1
2. General Directorate of Narcotic drugs Control. sl dxdlSa 5yls) .2
3. The court. AS=l 3
4. Bureau of Investigation and Public Prosecution. pladleles¥ly ga=dl a4
5. Seizing entity. Lpall edgs gl a5

b. The controls and procedures for destroy of narcotic drugs and 3yslall ddaall culyighl of yusell slgll M) el oty baylgus sus .o

psychotropic substances shall be determined under a decision of Minister of A1 559 o ylyds
Interior.
c. The Council of Ministers” Decision shall determine the reward of the Y Lzt clacl BLaISG £y 3901 pdma ooy -z

drug destruction committee.

4. The narcotic drugs and psychotropic substances or any part thereof | - Luaay of LIS - 3 yslall ddaall ool 3581 of 5yusell sloll puledd 392 4
may be delivered to any government entity to make use of them in the Ao dall of Zecluall of dalall (B1,2¥1 3 L ¢ Lt s sS> 4> ]
scientific, industrial, or medical purposes in accordance with the A1) 059 0w Hlhds et aylgual (adg cU3g
controls established under a decision by the Minister of Interior.

Article (37): 109l g dmludl 35LLI
The competent executive authorities shall take the necessary (§ 3,9 Lo deaidd &Il @lel ¥ dansell Ldaiall olad) dsews
procedures to implement Articles (55, 56 and 57) of Law of Combating (e ((rucills Aasludly «ruesedly dwsludly « unsdly dunalll) slgll
Narcotic drugs and Psychotropic Substances. Adaall ol dally obhusll 4=8lSa allas
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Article (38):

The exemption indicated in Article (61) of Law of Combating
Narcotic drugs and Psychotropic Substances shall be issued on the basis of
a substantiated decision by the chairperson of Bureau of Investigation and

Public Prosecution.
Article (39):

Drug control directors, officers, and non-commissioned officers in
the military sectors shall have the capacity of criminal investigation relevant
to crimes Provided in the Law of Combating Narcotic drugs and
Psychotropic Substances within its sectors and facilities, provided that there
is a coordination between them, criminal investigation officials and the

competent investigation authorities with regard to drug cases.

Article (40):
These regulations shall be published in official gazette and enter

into effect after thirty days from the date of publication.
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addall ol ialle 8 usell ol gll dayl g9 ilel )
Procedures and Controls for Narcotic drugs and Psychotropic Substances

1440 H-2019 G

English G
Article (1): :de¥1 BalLl
Procedures and controls for registering establishments in the Electronic 3\.33.:54.1 oA allailly SLal | Juseud doyl guing olely]
Narcotic drugs System (NDS) of Saudi Food & Drug Authority (SFDA): telgudly el dald Ao ladl A JU (olsedl adaall ol g 8 0l

1. All authorities licensed to import, export, possess or trade in narcotic drugs or = |,35L1 o «8yusell sloll slataly L pas Ul Slmll prar 0ga3 1
psychotropic substances shall register in SFDA's NDS via the Internetas shown  allasl § Juzeudlls Lpd s 9l Lk ol Loyt of (Adaall
in NDS User Manual attached hereto, and shall act accordingly. Lolatl A L Jolsdl adaall ol 35l 850l Z\igf)ﬂ S ATy
92 LS (o)) AgeShall 3Gl 3aybs (e sloally ldald
SRESY Ztijaw SoASTY allaidly Lolsd) puserud) Jdos misge
rsas doally Sle ¥l 33,415 Zuliall i3

2. In case of failure to access NDS, all narcotic drugs or psychotropic substances  <1,35819 8yuell 25903 i g ASIYI allasdl ] Jguosl) sdad S>3 .2
transactions shall be handled in hard copies until the return of service. <3kl ol Basel) oo¥l lilee arar po Joladdl oy Alaall
Aaasl) B3ge o ) 285 2l
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3. All medical authorities shall re-enter all narcotic drugs or psychotropic
substances transactions, handled during the period of electronic services

interruption, into NDS.

Article (2):

Procedures and controls for approving the annual need for narcotic drugs
and psychotropic substances:

The annual need for narcotic drugs or psychotropic substances for government and
private sectors for the next Gregorian year shall be approved through NDS in
accordance with the records entered into NDS. In case that a narcotic drugs drug
or psychotropic substance is requested and not included as of the annual need, or
requested in quantities exceeding the previously entered records, the justifications
for this addition or the increase shall be clarified.

Where NDS cannot be accessed, the following steps shall be taken:

1. All medical authorities in KSA, be it public or private sector, shall submit their
needs for the next Gregorian year for narcotic drugs or psychotropic
substances to SFDA, as shown in Paragraphs (2) to (3) of this Article., from the

beginning of January to the end of May of each year.
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2. Annual need estimate shall be submitted as follows:

A. Statementincluding the following shall be presented:

Vi.

Vii.

B.

Scientific name of narcotic drugs or psychotropic substances, dosage form,
concentration, volume, required quantity, and net weight of the
substance.

Trade name and package size (only for agents of narcotic drugs and
psychotropic substances registered, priced, and licensed by SFDA).
Names of the products planned to be manufactured, their quantities and
content of each manufactured substance (only for local pharmaceutical

manufacturers licensed by SFDA).

Number of in-service beds in the therapeutic institution.
Number of physicians and their specialties in the therapeutic institution.
Number of pharmacists.

Number of pharmacies affiliated to the establishment.

content of a narcotic drugs or psychotropic substance shall be calculated in

grams as follows:

(Quantity x Concentration in Grams x (Volume in Milliliters + Overfilling Factors)

x Conversion factor/ 1000

(Substance factor may be salt, ester or ether factor, namely the content of the pure

anhydrous drug as listed in the yellow or green list of the INCB and (volume and

overfilling factors only for liquid substances).
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C. The annual requirements shall include the following:

C.

If the requester is a government entity:

Name of the custodian of narcotic drugs and psychotropic substances of
the requester and his/her nationality shall be mentioned, whether
pharmacist or pharmacy technician.
If the requester is a private entity:
Pharmaceutical establishment or private therapeutic institution’s license
issued by the MOH or SFDA, or the establishment’s license issued by the
Ministry of Environment, Water and Agriculture (MEWA), in case that the
required substances are veterinary drugs containing narcotic drugs or
psychotropic substances.
The license of Saudi pharmacist or pharmacy technician custodian of narcotic

drugs and psychotropic substance.

If the requester is a store or manufacturer, the valid license shall be attached

for the following:

1.
2.

Importer licensed by SFDA.

Saudi pharmacist — establishment manager — within wholesale drug stores,
drug manufacturer, or pharmacies.

License of Saudi pharmacist or pharmacy technician custodian of narcotic

drugs and psychotropic substance.
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4. Rules for submitting the annual requirements shall be as follows:

Establishments, affiliated to MOH and supervised by the Ministry's General
Department of Medical Supply, shall provide the Medical Supply Department
in their region or governorate with estimates of their Annual requirements

for narcotic drugs or psychotropic substances to be audited and submitted
later to the General Department of Medical Supply at MOH. Subsequently, the
requirements shall be submitted to SFDA.

Pharmaceutical establishments and private therapeutic institutions licensed
by MOH shall submit estimates of their annual needs for narcotic drugs and
psychotropic substances to the health investment general department in the
region or governorate.

Pharmaceutical establishments licensed by SFDA, government establishments
not affiliated to MOH, government establishments affiliated to MOH and not
supervised by the Ministry's General Department of Medical Supply, and
government veterinary establishments, shall submit Estimates requirements
of narcotic drugs or assessments of Psychotropic substances to SFDA’s branch
in the region or governorate (or SFDA if there is no respective branch in the
region or governorate).

Agents of narcotic drugs and psychotropic substances registered, priced, and
licensed by SFDA, shall submit estimates of their Estimates requirements of
narcotic drugs or assessments of Psychotropic substances to meet local market

demands
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(For government authorities, quantities shall be specified) to SFDA.

Local drug manufacturers licensed by SFDA shall submit Estimates
requirements of narcotic drugs or assessments of Psychotropic substances

used in manufacturing to SFDA.

Private veterinary establishments shall submit estimates of their Requirements
for veterinary drugs containing narcotic drugs or psychotropic substances to
the General Directorate of Animal Resources Services at MEWA in the region
or governorate. Such Directorate audits the estimates, and then submits the
approved needs to the branch of SFDA in the establishment's region or
governorate (or SFDA if there is no respective branch in the region or
governorate).

Saudi transportations contained in Article 2 of the Law of Combating Narcotic
drugs and Psychotropic Substances and its Implementing Regulations shall
submit estimates of their Estimates requirements of narcotic drugs or
assessments of Psychotropic substances to respond to emergencies and first
aid, to the government authority in charge of transportations, for audit and
approval. Consequently, all these needs, along with all expected needs to meet

requests of non-Saudi transportations shall be submitted to SFDA.
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N

. Following the receipt of data on Annual requirements the health investment

general department and SFDA branch in the region or governorate, each
within its field of competency, shall perform the following:

Audit these needs ensuring that the records of the requester for the year
preceding the year on which the needs were requested - are complete.
Keeping original letter of needs in their records.

Provide SFDA with a copy of the Estimates requirements of narcotic drugs or

assessments of Psychotropic substances.

Clarify its opinion on the statutory procedures of the requester and the
required quantity.
In case that the government or private authority has several affiliated medical

establishments, a separate need for each establishment shall be submitted.

5. Following the receipt of the Estimates requirements of narcotic drugs or

assessments of Psychotropic substances data from the above competent

authorities, SFDA shall review the Requirements and compare them against the

annual consumption records to verify the actual needs, provided that the records

of the requester for the year preceding the year on which the needs were requested

- are complete. Further, such data shall be filed by SFDA as an official document

with the Estimates requirements of medical establishments in KSA. The requester

shall be communicated with the approved quantities for the following year.
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6. SFDAshall submit all estimated requirements of narcotic drugs and assessments
of Psychotropic substances of KSA to INCB no later than the end of June of each

Georgian year.

7. SFDA and the Health investment general department in the region or
governorate of the requester, is entitled to accept, reject or Modify the Annual
requirements, and reason for whatever case shall be mentioned.

8. SFDA, when needed, Have the right to allow a government entity to submit the

total needs of its establishments.

Article (3):

Procedures and controls for licensing to import narcotic drugs and

psychotropic substances:

1. Requesters (beneficiaries) shall request to import their approved estimated
requirements from the beginning of January of the year on which the need is
requested until the end of September of the same year. The request shall be

submitted via NDS as shown in the User Manual attached hereto.

2. Where NDS cannot be accessed, the following steps shall be taken:

a. Requesters (beneficiaries) shall request to import their approved needs from

the beginning of January of the year on which the need is requested until the
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end of September of the same year. Further, the request shall be submitted per  de «zLas¥l ady § 2wt 9o LS cdladl @uuds ey ciwdl uds

the need submission procedures, provided that the request shall include the b b el Jeda o
following:
i.  Aletter from the requester (beneficiary). (Boarad)l) st Azl o ollas 1
i.  The letter shall include the following: b ol § Syl 2

Scientific and trade name of narcotic drugs or psychotropic substances, dosage ~ JsSCadly « daall 35l ol Byasell saleld gyleally ol @) A
form, concentration, volume, package size, required quantity, and content of &l (399 Lgllall aSlg Sgally pmxlly S Al Si¥upall
the substance. Saleld
Name and address of the manufacturer and exporter in both Arabic and .3 ple=s¥lg duyall caa Il 8yialls Aailall 45,401 Olgic g pul o
English.
Name and address of the importer in both Arabic and English. Ay Ao pall crra Il 82 9| A5, 401 (lgieg el
The address shall encompass the name of the country and city, neighborhood &kl of Sy Analls ol wul e Olgialdl Joidny Ol s
or district, street, and building No. NENNFEET R B

iii.  The following shall be attached to the request concerning import i b sl as )y slas) cdlay (39503

license issuance:

If the requester is a government authority: 1 9S> A Adllall 4l OS> § 1
Name of narcotic drugs and psychotropic substances custodian of the adaallclyigllysyusll slgll suye ore Josudl el s iy 1
requester and his/her nationality shall be Mentioned, whether pharmacist, or Aude g glise o o Juse 52 Jag adlatia )
pharmacist technician.

If import is made through an importer, the valid license shall be attached for:  (;Ludl aus Al (3948 (83 Haius AS & Baybo (e |l (S13] .2

oo S Al
Importer licensed by SFDA. 19l el dall daladl L Ml e Haliadl 8 ygudl 4S5, 501 1
Saudi pharmacist - establishment manager in wholesale drug stores. Al &.:3.59\ e oledgius § sLaill e Gd9rud! Jopall 2
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3. Saudi pharmacist or pharmacy technician entrusted with narcotic drugs and  8;azll slsdl 3uie (e Jasad) gagaudl Juall 48 of Juall 3
psychotropic substances of the importer. Ba,nudl a8, 510 §Adaall ol yiglls

2. If the requester is a private authority: ol 4> adlall 4l 0SS Jl> § 2
a. Pharmaceutical establishment or private therapeutic institution’s license (o joball Lol LoMall Luwsll 5T Waall sLadl) Ve il
issued by MOH or SFDA, or the establishment license issued by MEWA, in case  3Ladll Laus 5 of clodls ol iall Aaladl el of dxuall 5,159
that the required substances are veterinary drugs containing narcotic drugs or ~ Zgllall algll (8 Jl> (3 Ael 53119 oLkl 2l 85159 cpo saliall
psychotropic substances; Adac olige of Byasee slee e Gaizd dylayy Logol
b. Saudi pharmacist or pharmacy technician custodian of narcotic drugs and 515l sue e sl gosaudl Jupall 48 of Jasall (aus 5 o

psychotropic substance license; Adaall el 3glle 8yusll
c. If the requester is a store or manufacturer, the valid license shall be attached (a1 3848 aiume 9 gosgius (£ Al Al co 13 2
for: tove ST Adall g5l
1. Importer licensed by SFDA. 29l el iall daladl i Il (po yalall 8 y9uudl 45,500 1

2. Saudi pharmacist — establishment manager — within wholesale drugs 29531 oy Slesgius 3 BLAAL e gagaudl Jusall 2
stores, drug manufacturers, or pharmacies. aldagall ol gl plas ol ezl

3. Saudi pharmacist or pharmacy technician custodian of narcotic drugs  slsdl sue (ye J93audl g3l Japall 8 of Jusall .3
and psychotropic substance. Adaall o35l 8505l
3. An import license may be requested after September in accordance with the 399 iy saiiw yd oty Slanadl Basy ol b 3923
following conditions: A L g,ad)
a. Import is made before the end of the year (the end of the import license (5wl Lasy LMo Ll éi) el Gl Jid ol i ﬁ:;.“'j A
validity).
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Clearance may never be claimed in case of substances arrival at the customs
port after the expiry of the import license, except for the provision of Paragraph
1(e) of Article (5) herein.

Remaining substances to be imported is not enough to meet the
establishment’s consumption until the end of the year of the required need, in

accordance with monthly consumption rate.

4. Animport license may be requested for the approved annual requirements prior

to the beginning of the year, in accordance with the following conditions:

a.

The request is submitted per need submission procedures after the end of
October of the preceding year on which the need was requested, and
justifications for this request shall be clarified.

The requester shall submit a request for its needs for the preceding year of the

required needs.

Remaining substances to be imported is not enough to meet the
establishment’s consumption until the end of the first month of the year of the
required need, in accordance with monthly consumption rate.

Import is made at the beginning of the validity of import license.

The validity of import license shall commence from the beginning of the year

on which the need is requested and not from the date of its issuance.

Clearance may never be claimed in case of substances arrival at customs port

prior to the validity of the import license.
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5. Issuance of the import license for full or part of the approved requirements, and
all or some of the items, may be requested.

6. Narcotic drugs or psychotropic substances contained in the import license may
be imported in several batches for all or some of the items, unless otherwise
indicated in the license.

7. Issuance of an import license may be requested for narcotic drugs or
psychotropic substances in a dosage form, concentration or volume not
defined within the establishment's approved annual needs under the
following conditions:

a. Justifications for such request shall be clarified.

b. The establishment shall have approved annual requirements for the same
scientific name of the required substances in weight sufficient to subtract the
required quantity.

8. The import license of narcotic drugs and psychotropic substances registered
and priced shall be granted to drug agents approved by SFDA. Where the
approved agent failed to or did not supply narcotic drugs or psychotropic
substances, beneficiaries may request import of these drugs according to the
following:

a. Agent's Letter of Apology, or any other instrument proving non-compliance

with the provision of the registered and priced drugs shall be presented.

b. If no alternative for the drug registered within SFDA is available.
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Drug to be imported shall be registered and marketed in the country of origin.

The manufacturer shall be registered within SFDA. Where this is not possible,
an exception may be made from the requirement for registering the

manufacturer under an approval of SFDA Vice President for Drug Sector.

Trading in unregistered imported medications is prohibited. Further, such
medications may be borrowed, replaced, or assigned only after obtaining

SFDA's approval.

9. In case of loss or damage of import license, the requester shall explain the

10.

reasons for the loss or damage, and submit the original license if possible, or
undertake to return the lost license once found, and when the request is
approved, a replacement of lost license shall be issued.

In case of requesting a compensatory quantity for quantities withdrawn,
returned, destroyed, or re-exported from KSA, the requester shall attach a
proof, and upon approval of the request, an import license with the required
compensatory quantity shall be issued, provided that this is indicated in the

license.
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11.

12.

13.

14.

15.

16.

In the event that all requirements and conditions of the request for issuing
import license are fulfilled, the license shall be issued in the name of the
manager of the Controlled Products Department at SFDA.

In case that the beneficiary cancels the import request, it shall inform SFDA of
this within two weeks as maximum from the date of cancellation via the e-mail
of the Controlled Products Department at SFDA, and return original license to

be canceled, if possible.

Instructions of the export license shall be determined by SFDA and printed
within the license.

Import requests of government and private sectors of standard materials
containing narcotic drugs and psychotropic substances shall be treated as
narcotic drugs and psychotropic substances.

SFDA and the Health investment general department in the region or
governorate of the requester, is entitled to accept, reject, or modify the import

request, and reason for whatever case shall be mentioned.

Entities mentioned in Article (2) of the Implementing Regulations of the Law
of Combating Narcotic drugs and psychotropic Substances shall Insure their
needs of medical drugs containing narcotic drugs or psychotropic substances
in their transportations to meet emergencies and first aid through direct

purchase from the drug agent or the local pharmaceutical manufacturer
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licensed by SFDA according to Paragraph 2 (k) of Article (7) hereof.

Article (4):

Procedures and controls for issuing license to export narcotic drugs and

psychotropic substances:

1.

i

w

Purpose of export.

made.

A copy of the valid license issued by SFDA for:

The private establishment licensed by SFDA.

The Saudi pharmacist — establishment manager.

and psychotropic substance.

Export Requester shall submit the request to SFDA, including the following:

Original valid import license issued from the country to which the export is

The Saudi pharmacist or pharmacy technician entrusted with narcotic drugs

In the event that all requirements and conditions of the request for issuing

export license are fulfilled, the license shall be issued in the name of the

Controlled Product Department Manager.

. Instructions of the export license are defined by SFDA and are to be printed in

the license.
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4. Narcotic drugs and psychotropic substances listed in the import license
issued from the country to which export is to be made, may be exported in several
batches for all or some items, unless otherwise indicated in the license.

5. Exportrequests of government and private sectors of standard substances
containing narcotic drugs and psychotropic substances shall be treated as

narcotic drugs and psychotropic substances.

6. Re-export requests shall be treated as follows:
a. Justifications for re-export request shall be given.

b. Such requests shall be returned to the same entity of the exporting country.

c. A letter from the competent authority at the importing country shall be

submitted, indicating approval of re-export.

d. The drugs may not be counterfeit or spoiled.

e. Any logo or information related to its registration or price in the KSA shall be
removed.

7. Grantingan export license shall be limited to drug agents, local pharmaceutical

manufacturers, and wholesale drug stores. His Excellency the chief executive

Authority of SFDA may make Exception from that and allow exportation to any

establishmentindicated in Article (13) of the Law of Combating Narcotic drugs and

psychotropic Substances, as needed.

8. In case of loss or damage of export license, exporter shall explain the reasons

for the loss or damage, and submit original license if possible, or undertake to
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return the lost license once it is found, and when the request is approved, a
replacement of lost license is issued.

9. In the event that a compensatory quantity is requested for quantities
withdrawn, recovered, destroyed, or re-exported to KSA, the requester shall attach
proof of this. When the request is approved, the export license of the required
compensatory quantity is issued and to be indicated in the license.

10. SFDA may accept, reject, or modify the request for issuing export license, and

reason for whatever case shall be mentioned.

Article (5):

Procedures and controls for issuing clearance license for imported narcotic

drugs and psychotropic substances and export license:

1.Clearance of imported narcotic drugs and psychotropic substances:

a. Upon arrival of narcotic drugs and psychotropic substances at customs port in
KSA, the importer shall submit clearance request via NDS as indicated in NDS

User Manual attached herein.

b. In case of failure to access NDS, the following steps shall be followed:
Upon arrival of narcotic drugs and psychotropic substances at customs port in
KSA, the Importer shall submit clearance request to the branch of SFDA at the

customs port. Further, the following requirements shall be attached to the

request:
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A copy of the import license, and the export license issued by the exporting
country, if any.

A copy of bill of lading indicating its number, date, exporting country and name
of customs port of arrival.

Original certificate of origin (or a copy of the certificate of origin provided that
original is submitted within thirty days from the date of issuance of the
clearance license), signed, sealed and attested by the Embassy of Kingdom of
Saudi Arabia or the Chamber of Commerce in the country of origin, indicating
the name and address of the manufacturer and exporter, the data of narcotic
drugs or psychotropic substance contained in the import license, batch No.,
production and expiry date, and, if possible, invoice number and date.
Original invoice (or a copy of it, provided that original is submitted within
thirty days from the date of issuance of the clearance license), signed, sealed
and attested by the Embassy of Kingdom of Saudi Arabia or the Chamber of

Commerce in the country of origin, indicating the following:

Number and date of invoice.

Name and address of manufacturer and exporter.

Scientific and trade name of narcotic drugs or psychotropic substance, its
dosage form, concentration, volume, package size and quantity.

Batch No., production, and expiry date, provided that substances shall be valid

for at least two-thirds of shelf life.
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Price of narcotic drugs or psychotropic substance registered at SFDA, in the
event that the substances are in favor of pharmaceutical agents to meet local
market demands.

Letter of Approval on the receipt of narcotic drugs or psychotropic substance
from the beneficiary shall be submitted when the substance is valid for less
than two-third of shelf life. For narcotic drugs or psychotropic substance that
are registered and priced for the drug agent to meet the local market demands,
the substance shall be valid for at least two-thirds of shelf life. SFDA may lower

the minimum of the remaining of shelf life, when needed.

Upon the approval of request, clearance license shall be issued from the
branch of SFDA at the customs port, then to be sent to the customs department
that notates the actual receipt. Further, the original license shall be returned to
SFDA. Without this license, no narcotic drugs or psychotropic substances may
be cleared.

Clearance license may be issued for substances arrived at the customs port two
weeks’ maximum after date of expiry of import license, provided that the
export license and certificate of origin shall be issued from competent

authorities at the exporting country prior the expiry date of import license.

2.Export license of narcotic drugs and psychotropic substances:

A. Exporter shall submit export license request to the branch of SFDA at the

customs port through which the export is made (or SFDA if there is no
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respective branch in the region or governorate), the following shall be attached . (alasl=ll of dalailly LU g 48 5929 aue Sl § elglly el isl)
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3. General procedures and controls:

a.

The validity of clearance license and export license is three months from date
of issuance.

The instructions of the export license are defined by SFDA, and are to be
printed in the license.

The export requests of government and private sectors of standard materials
containing narcotic drugs and psychotropic substances shall be treated as the
narcotic drugs and psychotropic substances.

In case of loss or damage of clearance license or export license, the requester
shall explain the reasons for the loss or damage, and submit the original license
if possible, or undertake to return the lost license once it is found. When the
request is approved, the replacement of lost clearance license or export license
is issued.

In the event of a request to renew the clearance license or export license due
to the expiration of the clearance license or export license, the requester shall
clarify the justifications for the renewal request and present the original
license. When the request is approved, the clearance license or export license
is issued for only one time and one month.

SFDA may accept, reject, or modify the request for issuing clearance or export

license, and reason for whatever case shall be mentioned.
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Article (6):

Procedures and controls for clearance narcotic drugs or psychotropic

substances that are in the possession of patients arrival to or departing the

Kingdom for personal use, or in the possession of Pilgrim missions or official

Government Authorities (only) coming to or departing the Kingdom for the

use by patients of the mission:

1. It is prohibited to clear internationally and locally prohibited drugs and
substances.

2. ltis prohibited to clear drugs listed in category (D) of Schedule |, category (A)
of Schedule Il of the Schedules of the Law of Combating Narcotic drugs and
Psychotropic Substances, as well as the articles set forth in Paragraph (IV) of
Psychotropic Substances in the Schedule of the Law of Combating Narcotic
drugs and Psychotropic Substances.

3. The clearance request shall submit to the branch of SFDA at the customs port

through which the medication will arrive (or SFDA if there is no respective branch

in the region or governorate).

4. Drugs containing narcotic drugs or psychotropic substances in possession of

coming patients shall be disclosed.

5. ltis allowed to clear drugs in possession of patients arrival to KSA for personal

use in accordance with the following conditions:

a. Provide a detailed medical report approved by the therapeutic institution, which

shall not be more than six months, and which shall contain the following:
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i.  Personal information about the patient.
ii.  Medical diagnosis.
iii.  Treatment plan and duration.
iv.  Medical recommendations.
v.  Scientific name of the drug, dosage form and prescribed dose.
b. Or provide a medical prescription made out in the patient’s name approved by
the same therapeutic institution, which shall not be more than six months, and
which shall contain the following information:
i. Diagnosis of the patient.
ii. Scientific name of the drug, dosage form and prescribed dose.

iii. How to use and duration of treatment.

iv.  Seal of the therapeutic Institution.
c. Pledge to use the drug only for the patient and at his/ her own risk.
d. Provide a copy of patient’s ID.
6. Clearance of drugs shall be approved for a quantity that does not exceed
thirty days use or the duration of the patient’s stay in the Kingdom, whichever is
lesser. SFDA has the rights to make an exception to the approved quantity if the
drug or its alternative are not available in the local market, provided that the date

of the drug shall be valid. Further, the following requirements shall be considered:
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a. If the quantity of cleared drug run out, the patient shall consult the licensed
physician at therapeutic institution to make sure of his/ her need to continue the
same medicine.

b. If the physician confirms that the patient needs to continue to take the same
medicine, a medical file will be opened at the same therapeutic institution, the
appropriate medication will be prescribed by the same therapeutic institution, and
the medication will be dispensed from a local pharmacy if the medicine is marketed
for the required period. The patient shall continue to consult the same institution

to obtain medication if his/ her medical condition requires so.

c. If the required or alternative drug is not available in the local market, the
therapeutic institution in which the patient is treated may provide this drug

through one of the drugs distributors after obtaining the approval of SFDA.

7. If the drug is in the form of injections, it is allowed to be cleared under the
supervision of local therapeutic institution in the name of patient, provided that
the medicine is recorded in the hospital records for personal use according to

applicable regulations of these drugs.

8. If the quantity of drug required to be cleared is more than the patient's need,

the remaining quantity shall be destroyed.
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9. Patients departing KSA shall be treated as the arrival patient in accordance with
Paragraphs (1), (2) and (5) of this Article and in a quantity sufficient for maximum

ninety days subject to regulations and laws of countries to be visited.

10. If drugs are not in the possession of patient but in the possession of one of
his/her relatives (parents, children, siblings, and spouse), then a copy of his/ her ID
shall be taken. If it is in the possession of a person acting on his/ her behalf, a
document proves the patient’s consent to bring his/ her drugs shall be attached.
Further, a copy of his/ her ID shall be provided.
11. If the drugs containing narcotic drugs or psychotropic substances are in
possession of Pilgrim missions or official government authorities (only) coming to
KSA for the use by patients of the mission, they shall be treated as follows:
a. Mission shall submit a clearance request to SFDA’s branch at the customs port to
which the drugs will arrive.
b. Name of the head of mission, pharmacist or pharmacy technician accompanying
the mission who is responsible for the custody of narcotic drugs and psychotropic
substances shall be stated. If there is not, the custody shall be in the name of the
physician accompanying the mission.
C. Number of missions’ members shall be indicated.
d. The following shall be attached to request:

i List of required drugs, approved from the competent authority in the

country to which the mission belongs, including
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scientific name of narcotic drugs and psychotropic substances, dosage i¥auall JSCadly (Jaall 35lly 5yusell salell (wladl @uc¥
form, concentration, volume and required quantity. gl Sl el 2SSl
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and what was destroyed, prior to the mission’s departure from the Syl dadly
Kingdom to the branch of the SFDA at the customs port shall be submitted.
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g. The drugs containing narcotic drugs or psychotropic substances shall be alac cilyige of 8yuse slge e Lgimll Lga¥l slpiul GsSs oF .

imported through air transport only. dads gzl Jadl Ala iy,

12. Upon the approval of request, the clearance license is issued from the branch g8 Jddie (pe @.é_ll Lasy Hliel @iy el e 2381l e 12
of SFDA at the customs port. (Syezdl daidly slgally o dall Zalall 2a M)

13. Branch of SFDA in the region or governorate to which the customs port L dalal dadlell of Aakailly cloadls £l dal) delall diJ) gyl 13
affiliates and through which medicine will arrive, may accept, reject, or modify 5T ol Jj..j é REI[PELHIES Elfj.)ig‘ i é_'x_ﬂ éﬂ_wj\ Jasd)
the request and reason for whatever case shall be clarified. e 7 Lay) e dlyad of duand
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14. When the mission departs from KSA, a copy of statement of dispensed, < 89pall ola (o 8 g4m Eaatds cizmyd AS0aall i J1 5y0las wie 14

remaining and destroyed amounts and reason of dispensation shall be e lldly ¢ aedly 8 pall Cuws
submitted.
Article (7): samludl 3ol
Procedures and controls for selling and delivering narcotic drugs and saelaall ol yidlg 8yusell ol gl pududy aw Jayl gu9 il s

psychotropic substances:
1. Procedures and controls for selling and delivering narcotic drugs and  J| 83,/93) aclaall &l 55l1g 8yusell s1gd) odud doyl ging el y).1
psychotropic substances supplied to the customs port shall be as follows: b LeS (St il

e

a. If importing was directly proceeded by the beneficiary, the beneficiary will 2445 Lzld (8, bl Sudrudl Lzl Aaslsy @3 alpudl IS 13]

receive such substances from the customs under a clearance license. gl Lasy gy ezl (o slgll 2wl

b. If importing was proceeded by a drug agent or an importer for the benefit of ~zJlalss gtus 48,4 o ijﬁ S5 3o e @3 sl (813 o
another entity, the drug agent or the importer will receive such substances das; crgas ilazdl (o Il AMiwly 2545 s (551 4>
from the customs under clearance license, provided that such substances shall  dues laladl sus @ Bugaiad! Azl ) Llas @z oF e s
be delivered to the beneficiary within fifteen days as maximum after receiving &l §,8 59539 ezl (po 3lgdl 2wl 7yl (0 logy sdee
substances from customs. The branch of SFDA in the region or governorate to & =J! LJ aalll dlaslell of aakilly loally cldall aladl
which the beneficiary is affiliated (or SFDA if there is no respective branch in = ,3 5929 aue Jl> (§ ¢loudls sliall dalatl as M of) sugatadl
the region or governorate) shall be provided with a copy of such substances’ | slsll @ulad juazs (v 8yg4ay (Aladlaell of dakailly Al

Page 106 of 186



report of delivery to the beneficiary. The beneficiary may receive its drugs
directly from the customs whenever desired upon the approval of the
importer.

Custodian of narcotic drugs and psychotropic substances, Saudi pharmacist or
Saudi pharmacy technician authorized by the importer or beneficiary shall
receive narcotic drugs and psychotropic substances from the customs port.

If Narcotic drugs and Psychotropic Substances reached the customs port
without importation license, such substances shall be confiscated and handled
under Article (52) of the Law of Combating Narcotic drugs and Psychotropic
Substances, and Article (36) of the Implementing Regulations thereof, and
Article (17) hereof. All provisions stated in the Law of Combating Narcotic
drugs and Psychotropic Substances and its Implementing Regulations shall be

applied to the importer.

If Narcotic drugs and Psychotropic Substances are arrived to the Customs port
prior to the validity of the importation license or after expiration thereof -
except as otherwise stated in Paragraph 1 (e) of Article (5) hereof - such
substances shall be re-exported or destroyed per destruction procedures

provided in Article (16) hereof.

SFDA may clear such substances and grant the same to a government authority

as SFDA may determine, provided that the authority shall be provided with a
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copy of the delivery report of such substances to the government authority

within two weeks following approval date.

f. If Narcotic drugs and Psychotropic Substances are arrived to the Customs port
or delivered and cleared by importer to the beneficiary are destroyed, expired or
shortage or excessive quantities or not in conformity with the specifications and
conditions approved by SFDA,

under which the beneficiary was awarded, the following measures shall be
taken:

i A seizure report shall be prepared and signed by customs representatives,
criminal investigation competent officials in any branch of SFDA in the
customs port, Saudi pharmacist, or pharmacy technician responsible for
narcotic drugs and psychotropic substances of the importer. The
substances shall be delivered to the importer, provided that SFDA shall
receive a copy of the report. However, if the substances are delivered by
the importer to the beneficiary, seizure report shall be signed by the
pharmacist or the authorized pharmacy technician responsible for
narcotic drugs and psychotropic substances in the establishment of the
beneficiary.

ii. Importer shall adhere to the following:

a. Damaged or expired substances shall be destroyed per statutory destruction

procedures, provided that SFDA shall receive a copy of the destruction report.
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For excessive quantities or substances not in conformity with the
specifications and conditions approved by SFDA or specifications and
conditions under which the beneficiary is awarded, shall only be dispensed
upon SFDA’s approval. However, SFDA shall be entitled to stipulate that such
substances shall be granted to a government authority as SFDA may
determine, re-exported, destroyed or cleared as duly applicable. SFDA may
confiscate and handle excessive quantities in accordance with Article (52) of
the Law of Combating Narcotic drugs and Psychotropic Substances, and Article

(36) of the Implementing Regulations thereof and Article (17) hereof.

Procedures and controls for selling narcotic drugs and psychotropic
substances registered and priced by drug agents or pharmaceutical
manufacturer authorized by SFDA to other establishments as follows:

Drug agent or local pharmaceutical manufacturer shall submit an approval
request to sell and deliver narcotic drugs and psychotropic substances to the

beneficiary via NDS, as shown in NDS User Manual attached hereto.

In case of failure to access NDS, the following steps shall be followed:
The beneficiary shall submit an approval request to purchase from drugs agent

or local pharmaceutical manufacturer to the branch of SFDA in the region or

governorate of the requester (or SFDA if there is no respective branch in the
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region or governorate), while pharmaceutical establishments and private
therapeutic institutions licensed by MOH shall submit the request to Health

investment general department in the region or governorate of the requester.

d. The request shall be attached to valid licenses of:

e.

The pharmaceutical establishment or private therapeutic institution
issued by MOH or SFDA, or the establishment license issued by MEWA in
case that the required substances are veterinary drugs containing narcotic
drugs or psychotropic substances.

The Saudi pharmacist or pharmacy technician responsible for narcotic
drugs and psychotropic substances. For government authorities, name
and qualification of the pharmacist or pharmacy technician responsible
for narcotic drugs and psychotropic substances shall be indicated.

The Saudi pharmacist - sale establishment manager (drug agent, local
pharmaceutical manufacturer), Saudi pharmacist or pharmacy technician

responsible for narcotic drugs and psychotropic substances.

The request shall contain:

The name of local pharmaceutical manufacturer or drug agent to purchase
from.

Scientific and trade name of narcotic drugs or psychotropic substances,
dosage form, concentration, volume, and package size.

Quantity to be purchased.
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The establishment shall have annual needs approved by SFDA covering the
quantity to be purchased.

If the purchase is accepted, the requester shall deliver the acceptance to drug
agent or local pharmaceutical manufacturer, and a copy thereof shall be
maintained in the custody record.

The validity of such acceptance shall be three months after issuance.
Quantities accepted to be purchased shall be deducted from the annual need
of the beneficiary.

If the beneficiary is a government authority, the number and price of the
medicine printed on the packages shall be deleted and recorded in the
statement of delivery of the substances signed by the custodian in the
establishment and the custodian in the beneficiary, provided that the branch
of SFDA in region or governorate to which the beneficiary is affiliated (or SFDA
there is no respective branch in the region or governorate) shall receive a copy
of such statement within two weeks after purchase. Original statement shall
be maintained in the custody record in the establishment and a copy thereof
in the custody record in the beneficiary.

Injections of narcotic drugs and psychotropic substances may not be sold to
private pharmacies authorized to sell in retail by MOH.

Upon submission of approval request to purchase drugs containing narcotic
drugs and psychotropic substances from drug agent or local pharmaceutical
manufacturer through transportation to face emergencies and first aid,

transportation, prescribed in Article 2 of the Law of Combating Narcotic drugs
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and Psychotropic Substances and its Implementing Regulations thereof, shall
submit the request to the branch in SFDA in the region or governorate to which
it is affiliated (or SFDA there is no respective branch in the region or
governorate). Such request shall be attached by the letter of approval from the
relevant government authority, including names and quantities of the drugs.
The sold quantities shall be deducted from the needs of the government
authority responsible for transportation.

. SFDA branch (or SFDA if there is no respective branch in the region or
governorate) or the Health investment general department in the region or
governorate of the requester, each within its competence, shall be provided
with a copy of the sale invoice from drugs agent or local pharmaceutical
manufacturer and a copy of the official delivery report including sold drugs
details, batch No., production and expiry date, name and signature of the
deliverer and receiver while bearing the seal of the requester, within two
weeks after purchase.

Health investment general department in each region or governorate shall
provide a copy of the approval of purchasing psychotropic substances only to
the Mental and Social Health General Department.

SFDA and Department of Health Investment in the region or governorate are

entitled to accept, reject or modify the request and reason for whatever case

shall be clarified.
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Procedures and controls for delivering narcotic drugs and psychotropic
substances registered and priced by drug agents or pharmaceutical
manufacturers authorized by SFDA to the beneficiary as follows:

If the beneficiary receives the substances directly from the drug agent or local
pharmaceutical manufacturer, such substances shall be dispensed to the

beneficiary in accordance with Paragraph (9) of Article (13) hereof.

If the drug agent or local pharmaceutical manufacturer directly delivers the
substances to the beneficiary, upon delivery of narcotic drugs and
psychotropic substances, existence of any destroyed, expired, or excessive
quantities or non-conformity to the specifications and conditions under which

the beneficiary was awarded, the below procedures shall be followed:

A report shall be prepared and signed by the pharmacist, authorized
pharmacy technician, Saudi pharmacist, or pharmacy technician
responsible for narcotic drugs and psychotropic substances in the
establishment of the beneficiary. The branch of SFDA in the region or
governorate of the beneficiary (or SFDA if there is no respective branch in

the region or governorate) shall receive a copy of such report.

Destroyed, expired, or excessive quantities or not in conformity with the

specifications and conditions approved by SFDA, under which the
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beneficiary was awarded, shall be returned to drug agent or local
pharmaceutical manufacturer.
Drug agent or local pharmaceutical manufacturer shall adhere to the

following:

Crushed, damaged or expired substances shall be destroyed as per statutory
procedures of destruction.

For substances not in conformity with the specifications and conditions
approved by SFDA, the same shall only be disposed upon SFDA’s approval.
However, SFDA is entitled to stipulate that such substances shall be granted to
a government authority as SFDA may determine or destroyed as applicable.
SFDA is entitled to confiscate excessive quantities and handle thereof in
accordance with Article (52) of the Law of Combating Narcotic drugs and
psychotropic Substances, Article (36) of the Implementing Regulations thereof

and Article (17) hereof.

For excessive quantities or substances not in conformity with the specification
and conditions under which the beneficiary is awarded, drug agent or local
pharmaceutical manufacturer may dispose such substances as per the

statutory PI’OCEdU res.
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4. Procedures and controls for selling registered and priced narcotic drugs
and psychotropic substances in private pharmacies authorized by MOH and

allowed to sell narcotic drugs and psychotropic substances as follows:

a. Health investment general department in each region or governorate shall
consider the approval of private pharmacies requests to be allowed to sell
narcotic drugs and psychotropic substances.

b. Upon approval of licensing request, Health investment general department in

each region or governorate shall provide SFDA with a copy of the license.

c. Sale in the authorized private pharmacies shall be limited to registered and

priced narcotic drugs and psychotropic substances as SFDA may determine.

d. Drugs shall only be sold to patients who have valid prescriptions.

e. Prior to dispensing drugs to a patient, the pharmacist shall fill all required
information in the screen of dispensing narcotic drugs and psychotropic
substances relevant to NDS thereof, provided that he/ she shall verify that the
same drugs are not dispensed to the same patient or treatment period of the

previous prescription is valid for more than seven days.

f.  Injections of narcotic drugs and psychotropic substances shall not be sold.
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Drugs shall be dispensed to the patient in accordance with Paragraph (6) of

Article (13) hereof.

Article (8):

Procedures and controls for disposal of narcotic drugs and psychotropic

substances in therapeutic institutions:

1.

Disposal of narcotic drugs and psychotropic substances shall be limited to
lending, assignment, or replacement between therapeutic institutions only, via

NDS as defined in the User Manual attached hereto.

In case of liquidation, sale or temporary closing of the establishment, the
establishment may dispose narcotic drugs and psychotropic substances as
provided in Paragraph (8) of this Article.
In case of failure to access NDS, the request of lending, assignment or
replacement shall be proceeded by the beneficiary to the competent authority
in the region or governorate of the beneficiary. However, the competent
authority is entitled to accept, reject, or amend the request, and the reason for
whatever case shall be clarified, as follows:
Competent authorities to consider borrowing, assignment or
replacement request:
Health investment general department in the region or governorate,
which shall be responsible for requests between pharmaceutical

establishments and private therapeutic institutions licensed by it.
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MOH General Department of Medical Supply, which shall be responsible

for requests between MOH government establishments supervised by it.

The branch of SFDA in the region and governorate (or the SFDA if there is
no respective branch in the region and governorate), shall be responsible
for other requests between establishments located in such region or

gove rnorate.

. SFDA -whenever needed - is entitled to allow a government authority to accept

the requests of borrowing, assignment or replacement between
establishments affiliated to SFDA.
Procedures and controls for submitting borrowing, assignment, or
replacement requests:
Approval request shall include:
Reasons for borrowing, assignment or replacement request shall be
clarified.
The request shall contain:
Scientific and trade name of the drugs.
Dosage form.
Concentration, volume, and package size.
Required quantity.

Batch No., production, and expiry date.
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Vi.

An official Letter of Approval from the lending, assigning, or replacing
establishment to the requester shall be submitted, providing the approved
substances and quantities.
Letter of Approval of the competent authority to which the lending,
assigning, or replacing establishment is affiliated shall be submitted, if the
two establishments are not affiliated to the same authority.
If the requester is a government authority, name and qualification of the
pharmacist or pharmacy technician entrusted with narcotic drugs and
psychotropic substances shall be attached.
If either establishment is a private entity, the following shall be attached to
the request:
A copy of the valid license of the pharmaceutical establishment or private
therapeutic institution issued by MOH or SFDA, or the establishment license
issued by MEWA in case that the required substances are veterinary drugs

containing narcotic drugs or psychotropic substances.

A copy of the valid license of the Saudi pharmacist or pharmacy technician
responsible for the narcotic drugs and psychotropic substances.
A copy of the purchase order of the lent or assigned narcotic drugs and

psychotropic substances, clarifying the price.
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Vii.

A Letter of Approval from General Directorate of Animal Resources
Services at MEWA in the region or governorate shall be submitted in case
that the required substances are veterinary drugs containing narcotic
drugs or psychotropic substances.
The requester shall submit a request to import its approved needs.
The quantity to be lent or assigned shall not exceed 25% of the approved need
of the requester.
The remaining substances to be borrowed or assigned shall not cover the
consumption of the requester for one month, based on the rate of monthly
consumption.
If the request of borrowing, assignment, or replacement is approved, validity
thereof shall be only for one month.
The competent authority of both establishments shall be provided with a copy
of delivery report and a copy of delivery report of the returning lent quantities
upon return to the lending establishment.
If the borrowed, assigned, replaced, or returned substances are not registered
or priced in SFDA, the private establishment shall sell the drugs with the same
rate provided in the purchase order of the lending, assigning, or replacing
establishment.
The establishment may not dispose of any drugs borrowed, replaced, or
assigned to any other authority. If the establishment does not need such drugs,

the same shall be destroyed in accordance with Article (16) hereof.
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The borrowed quantity shall be returned to the lending establishment no later
than six months from date of receipt of borrowed quantity, provided that the
establishment license shall be valid.

The lending establishment may replace the lent substances with other
substances of the same quantity or different quantity after obtaining the
approval of the borrowing establishment and the competent authority to
which both establishments are affiliated.

Borrowed, assigned, or replaced substances may not be registered in the

records of both establishments.

The data of lent, assigned or replaced substances shall be recorded in the
records and lists of both establishments.

. Inthe eventthat one of both establishments is a private establishment licensed
by MOH, the Mental and Social Health General Department shall be provided

with a copy of approval for borrowing, assigning or replacing.

If there is excess quantities or slow moving items of narcotic drugs and
psychotropic substances, which quantity remained without movement for one
year, the following shall be taken:

The establishment shall coordinate with its affiliates or other medical body or

circulate about it in KSA.
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In the event of the demand for slow moving items, it shall be treated as
demands for borrow, assignment or replacement, upon agreement between
both establishments.

It shall be re-circulated each six months” maximum until the whole quantity

dispensed or become damage and destroyed according to Article (16) hereof.

7. The approval of SFDA shall be obtained prior to approving the request in the

b.

C.

following cases:

When request for borrowing, return, replacement or transfer is repeated more
than twice a year at either establishment.

If the required quantity is more than 25% of the approved need.

There may be no annual need for the required item at either establishment.

8.1n case the establishment is liquidated or temporarily closed, narcotic drugs and

psychotropic substances shall be inventoried under inventory report by a

committee formed by the decision of director of SFDA branch or its representative

in its region or governorate (or Vice President for Drug Sector of SFDA or its

representative in case there is no branch of SFDA in the region or governorate), as

for the private pharmaceutical establishment and therapeutic institutions licensed

by MOH, the decision shall be issued by the director of Health investment general

department or his/ her representative in the region or governorate. The inventory

committee shall consist of:

a.

Establishment manager or his/ her representative.
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b. Custodian of narcotic drugs and psychotropic substances.

C.

Representative of health investment general departmentor governorate.

These substances shall be disposed by one of the following methods:

1.

2.

Transfer to custody of other establishment affiliates to the same entity.

Return it to the store of agent or local manufacturer supplying these drugs after
obtaining approval to do so.

If the requester is a store or drug agent or local pharmaceutical manufacturer,
it can be re-exported to the importer after obtaining official letter of approval

to do so from the competent medical authorities in the exporting country.

Sell them directly to government therapeutic institution or sell them to
pharmacy or private therapeutic institution, provided that these drugs shall be
registered and priced, and the quantity shall be deducted from the need of
beneficiary.

Return it to government or private licensed therapeutic institution in
accordance with the borrowing procedures, provided that the reason of
request shall not be the liquidation of establishment.

Donate it to any government entity.

Destroy it in accordance with the applicable law.

In the event that the establishment is sold, the custody is transferred to the
custodian in the new establishment in accordance with the procedures

mentioned in Article (9) hereof.
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9. The formed committee indicated in Paragraph (8) of this Article may accept, Jsi3 3 @) Balll sda (40 (8) 08y 8,440l § Bayledl ALl i) 9
reject, or amend the request, and the reason for whatever case shall be .L’USWC%!@@M&T Win bl
clarified.

10. MOH health investment general department in the region or governorate shall o7 2alilly Lmiall Gsiddly il HLedlud] dpais §l5) peds 10

provide Private health facility compliance general department in the region or dzall (eiddly ‘a\jﬁ‘zﬂ Byla) w9 dmiall 8yl 39 Andlxll

governorate to which the establishment is affiliated and SFDA with a copy of  ¢lgallg el dald dolall de Jls sLadll LS danlill Alasdloell of Aalaidly
inventory report of the pharmaceutical establishments and private therapeutic  4Mall clucwilly ddupall cladell 3,2l ama (o 894y

institutions licensed by it, and a copy of liquidation or temporary closure decision. i 3Ladll duamas 51,8 (o 39409 LB o Las LI Aol

Tiage LA
Article (9): Al 8oL
Procedures and controls for receiving the custody of narcotic drugs and sdldall ol,iadle 8yusedl slgdl B Ml Jayl gy Slel )

psychotropic substances:

1. Upon appointment, transfer, or termination of the custodian’s service, the sl el @iy datl Jogus dus Ll ol Jas 9l cyuad die 1
custody shall be delivered to the new recipient by a committee formed by a <o oo of BLAILI yacts (o 1 pds IS de Lz Aa sal g cyitze| olruel
decision of the establishment manager or his/ her representative. Committee ZJLLN =il e Lajhb.:i 08

shall be formed as follows:

a. For establishments affiliated to MOH and supervised by the General ~aalall 8yls¥1 Lple 8,45 alg desall 8yl 59t dayladl Ladll A

Department of Medical Supply at the Ministry: 3 550L aladl ¢y gaild
1. Previous custodian. Jo¥l saall Joge .1
2. New recipient. il @bl 2
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3. Representative of General Department of Inventory Control at the BLAALL 0935l Adl e 3la) 0 igie .3
establishment.
4. Representative of General Directorate of Medical Supply in the region or LI (alasl=ll of Zahilly ghll cosedll 53] o cyiie 4

governorate. For the stores of Ministry’s Diwan, the representative shall be  pgatl] Zalall 5,[5¥1 (o ol 09868 81 90l (19w ilesgruc

from the General Directorate of Medical Supply. By 393k gladl
b. For private pharmaceutical establishments and therapeutic institutions ;0 das LI Lol LeaMall &luwilly ddanall o ladll g
licensed by MOH: dmiall 8y 59 Jud
i.  Previous custodian. Jo¥ saall Jogue .1
ii.  New recipient. el @diadl 2
iii.  Representative of Department of Inventory Control or an equivalent in the RBA Sl b ol (1935l 48l 805 (pe g .3

establishment.

iv. Representative of health investment general department in the region or ~ dalailly Azl Goiddly ‘._gu,a.” Sl Aais 8yl0] (o wgtie 4

governorate to which establishment affiliates SLaAL L daldl alaalel | o
c. Forother government and private authorities and establishments: QTN ES [ PETNCES AT 11 PRADES | Jdz
i.  Previous custodian. Jo¥l saall Jogune .1
ii.  New recipient. el @liadl 2
iii.  Representative of Department of Inventory Control or an equivalent in the LAl 3 Lbley Lo ol 0935l &uBlyn Byls) (oo guin .3

establishment.
iv.  Representative of the branch of SFDA in the region or governorate to  &ladl=ll of dalailly ¢lgally el iall Zalall Aag ! £20 o igtie 4
which establishment affiliates (or SFDA if there is no respective branch in = 3929 auc Jl> §¢lodlyelial) dalatl 25l of) sLadll Lt 2!
the region or governorate). (Aasl=ll of aalaslly 2i g0
d. If the custody is within transportation indicated in Article (2) of the Law of e (clill) 3oLl (§ 89S Ll Jasll Laslig (§ Bl 0sS Jl> @ 2o
Combating Narcotic drugs and Psychotropic Substances and its Implementing 8 & dyaudl dimi¥y daall ol S5lly Bhusll dxdlSe allas

Page 124 of 186



Regulations, a representative of government authority that responsible for aa.lg ye 495udl 2o oSl Lzl cpo rgin izl | LAy
transportation shall join the committee. Jad

e. If custody is veterinary drugs containing narcotic drugs and psychotropic i Byuzs slge (A Goims ko ool (2 Buall 0sS Jl> & .2
substances in the private establishment licensed by MEWA, a representative of = slilly &l 85139 (0 duaspe duols Blids 3 Alie olyige
General Directorate of Animal Resources Services at MEWA in the region or  Sleakt Zaladl 810¥1 (e agin Lizldl J) Caliay 4518 (el y3l1g
governorate shall be join the committee. Alasloell of 2alasdly Al 5309 sldlg dndl 5,1 Hgn Al gumed! 89 Al

2. If the custody is delivered to attendants in the internal departments in the «lLaadull §ads|u) ‘aLw_E»izH 3 ongbiald Buall @l Al> (3.2
hospitals and emergency departments or ambulances, the custody shall be a2l eilud @i Gld Adlawdl Jaull g of Blaw] ‘aijb
delivered to the attendant at the beginning of the shift by the custodian. The  Jxw 3 peludd! Joeung cdaadl Jogun (o slidl &)y e iglie!
delivery shall be recorded in a designated record and signed by both of them, = JSCadly sloadl sl e goims LalS (0 adgy MU aiasy
including the name of the drug, dosage form, concentration, volume, package &l =899 ediwldl culy 2aSlg Bgally @aadly AS ANy i¥upall

size, quantity, recipient's name, and time and date of delivery. !

3. The delivery and receipt procedures shall include preparing a report showing = 3,> &= (nw pame Joe 2Miwdly eubad! Slelya| ounws 3
the outcome of the custody inventory and matching the actual inventory with  suall Jxw § iall dpn | e aall 3g>oll ddsllasg Saadl
the inventory recorded in the custody record. The new recipient and  aMiu¥! way Loy diell) slaci o 299l uad! @liudl agdsg
committee members shall sign indicating the receipt of custody. Sl

4. In the absence of the custodian, the formed committee shall take inventory of = saall 5,2 WALl L)l a9d5 Bl Josun ole Ul> §.4
the custody and deliver the actual custody to the new official. Further, thisshall ~ § cU3 919 izl oIS sl (po dadll 59>l @uludy
be indicated in the record without considering this as a final clearance of the .Jg¥l suall Jogud Gile <8yl o2s) el Hlael pue po Jzead|

previous custodian.
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5. In the case of leave or assignment to the custodian for a period not exceeding

three months, the actual custody shall be handed over by a committee formed
by the decision of the manager of the establishment or his/ her representative,
provided that the committee shall include the custodian, and new recipient.
The handover shall be made according to an official report, and this shall be
clarified in the record, without considering it as a final clearance of the
custodian.

A copy of the Law of combating narcotic drugs and psychotropic substances
and its Implementing Regulations, procedures, and controls, and NDS User
Manual attached herein shall be provided to the new recipient of the custody
under an official report. The new recipient shall sign or acknowledge these
regulations. All committee members shall sign the report and a copy thereof
shall be kept in the custody record, and original kept at the health investment
general department or the Medical Supply Department or SFDA branch in the
region or governorate to which establishment affiliates (or SFDA if there is no
respective branch in the region or governorate), and a copy for other
committee members. Health investment general department shall provide the
Private health facility compliance general department in the region or

governorate to which establishment affiliates a copy of the report.

7. The custody shall be inventoried every six months by a committee formed by

the decision of the establishment manager or his/ her representative, one of

them shall be from the Inventory Control Department in the establishment or
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its equivalent. A copy of the report shall be kept in the custody record and the

original at Inventory Control Department or similar departments.

In the event of an increase, loss, decrease or damage to the custody of narcotic
drugs and psychotropic substances, the procedures contained in Paragraph (4)
of Article (19) of the Implementing Regulations of the Law of Combating
Narcotic drugs and Psychotropic Substances shall be followed. The
establishment shall submit a report to the health investment general
department or Medical Supply Department or SFDA branch (or SFDA if there
is no respective branch in the region or governorate), in the region or
governorate to which establishment affiliates. Health investment general
department shall provide a copy of the report to the General Department of

Follow-up and Enforcement in the region or governorate.

Article (10):

Procedures and controls for prescribing narcotic drugs and psychotropic

substances in therapeutic institutions:

1.

The prescribing of narcotic drugs and psychotropic substances shall be limited
to the medical cases determined by the attending physician as per the scientific

evidence.

2. Procedures and controls for prescribing narcotic drugs:
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The prescription of narcotic drugs shall be limited to the following licensed
physicians:

Consultant, senior registrar, and the registrar in other specialties in case of
treatment of medical cases related to their specializations for inpatients, clinic
patients, and outpatients of the therapeutic institution.

The resident when prescribing it to inpatients, provided that this is made under
the supervision and responsibility of the consultant, the senior registrar or

concerned registrar.

All physicians, when treating severe pain cases related to emergencies only.

Physicians qualified and licensed by MOH to prescribe narcotic drugs only to
cases they have been qualified for.

Narcotic drugs shall be prescribed for clinic patients and outpatients of the
therapeutic institution for a period not exceeding sixty days.

Narcotic drugs shall be prescribed for emergencies for a period not exceeding
three days only, after which the patient shall be referred to a competent

physician authorized to prescribe them for longer periods if the need arises.

Procedures and controls for prescribing psychotropic substances:
Prescribing of psychotropic substances shall be limited to following groups of
licensed physicians:

Consultant, senior registrar, and registrar in psychiatry.
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Consultant, senior registrar, and the registrar in other specialties in case of
treatment of medical cases related to their specializations for in-patients, clinic
patients, and outpatients of the therapeutic institution.

If the case is psychological, the patient shall be referred to psychiatric
physician.

The resident when prescribing it to inpatients, provided that this is made
under the supervision and responsibility of the consultant, the senior

registrar or concerned registrar.

All physicians in emergencies.

Psychotropic substances shall be prescribed for clinic patients and outpatients
of the therapeutic institution for a period not exceeding thirty days, except for
psychotropic substances prescribed for treatment of Epilepsy, Parkinson's
disease, Attention-Deficit / Hyperactivity Disorder, peripheral and central
neuropathic pain and fibromyalgia, the consultant, senior registrar or registrar
may prescribe it for a period of ninety days maximum.

Psychotropic substances shall be prescribed for emergencies for a period not
exceeding three days only. The patient shall then be referred to the physician

authorized to prescribe them for longer periods, if needed.
The medical diagnosis shall be written in the prescription in accordance with

the international classification.

General procedures and controls:
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Narcotic drugs and psychotropic substances shall be prescribed in all various
dosage forms to in-patients in the therapeutic establishment.

Narcotic drugs and psychotropic substances shall be prescribed in all various
dosage forms (except injection) to clinic patients and outpatients of the

therapeutic institution.

Injections of narcotic drugs and psychotropic substances shall be prescribed
for out-patients in the therapeutic institution if administration of medication
to the patientis supervised by trained health team for the governmental sector
or licensed technicians or specialists in the private medical establishments for
a period not exceeding two days provided that the patient shall be examined
by the competent physician every ten days maximum.

Narcotic drugs and psychotropic substances shall be prescribed to in-patients
for period not exceeding seven days. Further, the prescription may be
repeated, if needed.

Narcotic drugs and psychotropic substances may be prescribed for
unidentified patients in emergencies and in-patients only, provided that the
competent security authorities shall be informed. The file No. shall be written
in the field of name and nationality with addition of phrase (John Doe/Jane
Doe) in the prescription and file.

Narcotic drugs and psychotropic substances may be re-prescribed when the
attending physician wishes to change the medication, dose or in the following

cases:
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Not more than seven days prior to the end of the duration of treatment
prescribed in the previous prescription.
If the prescription is damaged before, it is dispensed provided that the

damaged prescription shall be returned to the attending physician.

In the event of loss of prescription or medication or a shortage in the
amount of dispensed medication or being damaged, in accordance with
the Paragraph (5) of Article (11) hereto.
The attending physician may prescribe narcotic drugs and psychotropic
substances for in-patients in the prescription of in-patients (medical order
sheet) as follows:
Inpatient prescription terms (medical order sheet):
The prescription may contain more than one medicine.
The prescription shall consist of an original at the top of which the
(controlled substance) phrase shall be written in red and two copies with

(non- non-dispensing) note.

Original prescription shall be kept in the patient file; a copy thereof shall

be kept in the pharmacy in the prescriptions record, and in the department.

The prescription shall be written in indelible ink and be free from any

scratch or modification.
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v.  The validity of the prescription is only forty-eight hours from the date of .La,laus] &5 (v Jads delu (gayls Ailed Lasosdl LMo (1555 .5
issue.

b. The prescription of in-patients (medical order sheet) shall include the QUL_HJ‘&L(@EJ‘)AE” 48 59) (o gkl (o bl Aaiog Semed O oo

following data: ALl
i.  Name and address of therapeutic institution. Al Lucwdll (ylgicg @l 1
ii. Patient’s full name, age, gender, and nationality. A9 dud>g 6,09 ngM: u'a.pl\ ol 2
iii.  Patientfile No. wanllcale 08y 3
iv.  Prescription No. and date. Lelig amgll o8y 4
v.  Diagnosis. wasad 5
vi.  Scientific name of the drug, dosage form, prescribed dose, and treatment  zMall 8ue9 8 5,4l de yxllg ¢ ¥ apall JSCadly (ol cloudl el .6

duration in figures and words. LSy Las,

vii.  Name of the attending physician, his/ her stamp, classification No. in the = Lsgaudl 2l daias @iy daisy Plall cudall cul 7

Saudi Commission for Health Specialties (SCFHS) and his/ her signature. AaBgiy ]l Olainsil]
viii.  Pharmacist name, custodian, work permit No. and signature. Aaideiy Jaall dllay 08 59 8]l Jo9sun Juall gl .8
ix.  Nurse name, work permit No. and signature. AaiBg39 Joatl d8llay 0859 (o 3all @l .9

6. The attending physician shall write down the required narcotic drugs and adaall «liglly §yuxll Etij.;}(l LSS Jlll cadall agay 6
psychotropic substances in the patient’s file, indicating the scientific name of ~ JSadly (wladl cloudl qul 4 La-.p}n coanll cale 3 Agllall
the drug, dosage form, prescribed dose, treatment duration in figures and aadlly LSy [ Ohadl Buag 55,8l Aeylly (¥ aall

words, and medical diagnosis. o2yl

7. Verbal orders of the attending physician shall be accepted only in emergencies. < 1aaé 2 sl oYl § lall condall o0 22 ddl ol bias

~

The nurse shall write the medical order, physician name, time, and date of 7Ly =899 call @uly @l ¥ LUK (oyell psdsg
contact, then signed by on duty nurse and head nurse in the department. The  (as el (i zg oo el Jid (10 ke adgdll @iy @3y JLas¥
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physician shall also sign this order within twenty-four hours from date of
writing.

The prescription shall consist of original bearing (controlled substance)
written above with red font and two copies bearing (non-dispensing). The

prescription of out-patients shall include the following instructions:

The dispensed drugs in this prescription may not be assigned in any way or to
any authority. The remaining drugs shall be returned in case it is not used to

the therapeutic institution that dispensed it and obtain proof of that.

These drugs shall be stored in a safe place in accordance with terms of

manufacturer.

These drugs shall be kept out of the reach of children.
Misuse of this prescription or the drugs dispensed in this prescription shall lead
to statutory accountability and penalties.

The prescription shall be invalid upon any cancellation or amendment to it.

Prescription validity is only seven days from the date of issue.

If this prescription is found, it shall be returned to the same therapeutic
institution that issued it.

The patient has the right to dispense this prescription outside the private

therapeutic institution issued it inside KSA.
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i. The pharmaceutical establishments and private therapeutic institutions 7 yall Lolsdl LMall Sluwylly Ldapall bl de cem b
authorized to trade in narcotic drugs and psychotropic substances shall dawy T o Adaall cldslly 8jazll Lga¥ly HL=s¥l L]
dispense any legal restricted prescription even if it is outside the private &I Lol LeMall Lucwsll s cilS ¢l (G Bude Allas

therapeutic institution issued it within KSA. AL s L@MT

9. In case of prescribing veterinary drugs that contain narcotic drugs or ddic =li5e of 5)iia slga e Goims Alay Agal Cavog JI> 3.9

psychotropic substances, the following shall be taken: k_s\:' (PRES PN

a. Veterinary drugs that contain narcotic drugs or psychotropic substances shall  oi 3yuxs slga de Goims &I Aol L9o¥ Caioy jazzy I
be prescribed only to veterinarians. dadd oyl LY e ddae ol yige
b.  The name of the animal’s owner and his/ her ID No. shall be written in the @ul) ;1 Y ooyl 3 dga 09 Olgueml colio pul LS

prescription instead of (Patient’s full name, age, gender, and nationality). (diud> g dud>9 850c9 Lg.:b; oas

c.  Animal health card No. shall be written in the prescription instead of (Patients” _ils @©8)) (e Yo aogll 3 Oloendl Amio dlay @3y LS

file No. and ID No.). (s @89 pas,ll
Article (11): 18y dgaletl BaLL
Procedures and controls for dispensing narcotic drugs and psychotropic Q alaall ol yiaklg Bydsell &gl Lo Loyl gung ilelya|
substances in therapeutic institutions: Ml &luwad |
1. Conditions for dispensing narcotic drugs and psychotropic substances: Adaall ol 35lls Byusell Lga¥l Laye Loy 1

a. Narcotic drugs and psychotropic substances to be dispensed shall be counted  (yo aSTlly lade way Adaall @l 35lly 8jusll Lga¥l Bpas I
first ensuring the quantity given to the patient, indicating the prescribed e &89 all LSl LUSH Junall alidy (o yall Blaall 44T
amount by the pharmacist, obtaining the patient or recipient signature thereon ¢ a il z,lig |9l @Ml elisell 9l pasl 2eBsiy (Aiimgll
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and writing down receipt date, ID No., name and signature of the pharmacist @3 (09 slodl Bpm I Jupall adgiy culy Lol wd9
who dispensed the medicine. Further, Narcotic drugs and psychotropic <ULl e goi=s 28y Le guabe Lewlin Silgie § Laisg

substances shall be placed in appropriate packages with a label specifying the k]
following details:
i.  Patient name and file No. el 09 ol el 1
ii. ~ Drug name, concentration, volume, dosage form, quantity, dose, and 5.9 de 2xflg diaSy ¥ dnall A9 dez>g 078,59 ol @l .2
treatment duration. Ol
iii.  Dispensing date, batch No. and expiry date. Al el foylig A ddll @859 Bpuall yls .3
iv.  Pharmacist guidelines to patients and storage conditions. dasll daiykeg syl Juall wlalay) 4

b. Prior to dispensing drugs to patients in private therapeutic institutions, the = &Mall &lucwdll § (as el &fj.éﬂ Bro Jid Joall e o o
pharmacist shall fill in all data required in the screen (Dispensing narcotic 4ilé 3§ Lgaad cgllall Sl pren Aaty pody ol Lozl
drugs and psychotropic substances to patients) of the NDS within SFDA,  allailly oladl (02 5eld Adaall o135kl 8yusell 209081 Cby00)
provided that he/ she shall inquire about the patient before dispensation to  ¢ldall dalall 2 b adaadl ol 35llg 8,u%ll Etijg‘w S ATy
make sure that the same drug has not been dispensed to the patient or thatthe @} PH{ANCYE ol e aManudl s 8 agay ol e elalls
treatment period of the previous prescription dispensed to the patientis valid = e 848 ¢l (de Ay 4l of eloadl uds (s rald ()00 o Bewy
for more than seven days. .‘alj w0 AST was el 4 g all 45, Ludl s im o]l

c. Prescription for narcotic drugs and psychotropic substances shall only be 5>y 8,e ¥ Adaall ol y3slly Byusell Lol Lapog Bypas ¥ 7
dispensed once, while the prescription for in-patients (medical order sheet) L8y @iud (glall o3 48 59) cnasall ool Aoy Lol laas
shall be dispensed according to the status for a maximum of seven days, s caddall 285, 01 e ¢ (qadl uxS ALl Zau Bul B yguall gy
provided that the physician or nurse shall sign the receipt each time with the g Laszig Ll cdgll ,S3 a0 8y US (G 2wl (e (1550l

time and date and to keep it with the custodian. Suadl J 95
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Inpatient in the therapeutic institution shall be given narcotic drugs and
psychotropic substances by a physician or nurse under the supervision of

another physician or nurse.

After the hospitalized inpatient is given the drug, he/ she shall be registered in
Medication Administration Record (MAR) of the department, indicating that
the nurse gave the prescribed drugs for him/ her. Further, MAR shall be signed
by the physician or nurse who gave the drug, and the other physician or nurse
who supervised it.

Delivering narcotic drugs or psychotropic medicine may not be made in the
case of outpatient clinics of the therapeutic institution except for whom it was
prescribed for, or for one of his/ her relatives (parents, children, siblings and
spouse) after ensuring his/ her identity by the pharmacist. However, if the
recipient is a person acting on his/ her behalf, proof on the patient’s consent to

bring his/ her drugs shall be attached, after ensuring his/ her identity.

Injections of narcotic drugs and psychotropic substances may not be

dispensed to clinic patients and outpatients of the therapeutic institution,

except according to Paragraph 4 (c) of Article (10) hereto.

Prescription for in-patients may not be dispensed outside the therapeutic

institution that issued it.
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If there is a re-prescription, the patient’s guardian or his/ her representative
may receive narcotic drugs or psychotropic substances after submitting a
medical report on the patient’s condition documented by a medical entity
every six months.

If the re- prescribing is because of a change in treatment, then the remaining
amount of the previous drug shall be returned to the therapeutic institution
that dispensed it before dispensing the new drug. These returned drugs shall
be treated according to Paragraph (4) of this Article herein. However, if the re-
prescription is because of a change in the therapeutic dose, the remaining drug
shall be calculated from the quantity previously dispensed, and then dispense
only the difference in the quantity that is sufficient for the duration of the
treatment of the new prescription.

In case that the patient does not use narcotic drugs and psychotropic
substances that were dispensed to him/ her, or in case of death of the person

they were given, the following measures shall be taken:

The remaining drugs shall be returned to the therapeutic institution that
dispensed them to be destroyed according to destruction procedures
mentioned in Article (16) herein.

The patient or person who returned the drug shall be given a copy of the
receipt of these drugs, indicating the drug name, dosage form, concentration,
volume, quantity, name and ID No.,, signature of the person who returned the

drug, name and signature of the person who received the drug, and date of
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delivery. Original shall be kept in a designated record in the therapeutic

institution.

Re-use of narcotic drugs and psychotropic substances returned from patients
in government therapeutic institutions only may be evaluated, with the
knowledge of a committee formed by a decision of the establishment manager
or his/ her representative, consisting of the director of the pharmacy or his/ her
representative and the custodian of narcotic drugs and psychotropic
substances. The decision shall be signed by them in the report to be recorded
in custody register if the decision is to re-use. However, in case of destruction,
destruction procedures mentioned in Article (16) herein shall be followed.

Return of these drugs may not be for any money, exchange, or otherwise.

In case that a patient complains about losing the prescription, drug, or a
shortage in the quantity of the dispensed drug or its damage, a committee shall
be formed by a decision of the director of the therapeutic institution or his/ her
representative. The committee shall consist of the attending physician and the
custodian of narcotic drugs and psychotropic substances to do the following:
Examine the patient's condition to decide whether to re-prescribe the drug to
the patient or not.

Prepare an official report to be signed by the patient and the two members of
the committee. Consequently, the director of the therapeutic institution or his/

her representative shall approve and seal it with the seal of the therapeutic
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institution. Original report shall be kept in the patient’s file and a copy in the

custody register.

In case that the incident is repeated by the patient or been suspected, the
management of the therapeutic institution shall inform the Private health
facility compliance general department or the branch of SFDA, in the region or
affiliated governorate (or SFDA in the absence of a respective branch in the
region or governorate).

If the criminal investigation component official at MOH or SFDA finds out that
the loss, shortage, or damage is a result of a criminal act, arecord of the incident
shall be prepared. Accordingly, the General Directorate of Narcotic drugs

Control and the Public Prosecution shall be informed of the incident.

In case that the drug is not available in enough quantities at the therapeutic
institution, the drug. whenever needed, may be dispensed in a partial quantity
with the necessity to write the entire prescribed quantity, the actual dispensed
quantity and the remaining quantity for the patient on the original and copy of
the prescription. Original shall be kept in the pharmacy. The remaining
quantity shall be dispensed when the medicine is available, provided that the
patient's treatment plan is not violated.

The pharmacist shall not dispense any prescription of narcotic drugs and

psychotropic substances in the following cases:
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The prescription violates the regulations and instructions provided in the Law
of Combating the Narcotic drugs and Psychotropic Substances and its

Implementing Regulations thereof or these procedures and controls.

The treatment term of the previous dispensed prescription is valid for more
than seven days.
The drug is not suitable for the patient or the existence of an interaction with
other drugs after consulting with the attending physician.
A deletion, amendment or mark of counterfeiting is found, and the pharmacist
shall clarify the reason of refusing dispensation.
In case of prescribing veterinary drugs that contain narcotic drugs or
psychotropic substances, the following shall be taken:
Veterinary drugs that contain narcotic drugs or psychotropic substances may
not be dispensed outside the therapeutic institution.
In case that animal's emergency case requires the use of the drug outside the
therapeutic institution, then the drug shall be delivered to the attending
veterinarian and be in his/ her custody. The drug shall be treated according to
the following:
The empty container shall be returned to the authority that dispensed the
drug, and the physician’s name, name of the medicine dispensed, its
quantity, time of dispensing, name and signature of the person who

dispensed it, shall be registered in the custody register.

Page 140 of 186

Anile allas @ 5aylsll cleslailly Zaladl Zamsll alli
Slelyo¥) sda ol (Wdaial] daies¥y Adaall cilyislly olyusel
Laylgally

o el 4 g puall 2 Ll 2aio ol Do 806 sLwl e Ay 0sSa 0ol

Al e o0 AST

Ay G5 Elij.ﬁi 2o o2)lad 3929 9 oareld elodl uwlio pue
Ll el e pslatl

s « ol de Jus e gl of uutad ol dads 929 e
Byall s i oyl

P PNES IR HE

9 By slga e Gorms (G Aslardl ga¥l iy Sem Y
Al sl ol Aulie ol

Sloall alastul (£utud Glassel] 2dladl Dladl oS Jl> 3

Gl canlall sloudl @l @zy 4l Ledlall Al z5ls
Z&béﬁj&ﬁjﬁ%dﬁjbﬂ@&\

43)4@ 899 4.7-;.453 dj)&-u ;\3..,\.“ M‘j cha.u.‘a.‘. At f ﬁ"”‘ E.\_QAJ‘

e



10.

If the prescribed quantity is less than the capacity of one injection, then the
physician who administered the medicine shall destroy the remaining

quantity, and sign on that in the designated emergency report.

The animal shall be given narcotic drugs or psychotropic medicine only by a
veterinarian.

Narcotic drugs and psychotropic substances shall be dispensed from the
hospital pharmacy to the internal departments according to Paragraph (3) of
Article (13) herein.

The prescription record in the therapeutic institutions shall include the
following data:

Prescription No. and date.

Patient's name and ID No. (or inpatient’s medical file No.).

Name of the medicine, dosage form, concentration, and volume.

Prescribed quantity in the prescription and the quantity dispensed.

Name and signature of the person who dispensed and the date of

dispensation.

Article (12):

Procedures and controls for therapeutic institutions' commitment to review

procedures for prescribing and dispensing narcotic drugs or psychotropic

substances to verify the validity of the reasons for prescribing and dispensing

them in accordance with the requirements of recognized medical principles:

1.

Every therapeutic institution shall do the following:
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Form an internal committee by a decision of the director of the therapeutic
institution or his/ her representative, the committee shall consist of at least two
physicians and a pharmacist to review procedures for prescribing narcotic
drugs or psychotropic substances to verify the validity of the reasons for
prescribing them in accordance with the requirements of recognized medical
principles. The committee shall conduct so at least once a year and prepare a
report on the findings of the audit. Further, such findings shall be kept in a
designated record. upon finding out any violation in this regard, it shall inform
the General Department of Follow-up and Enforcement, Medical Supply
Department or SFDA branch (or SFDA if there is no respective branch in the
region or governorate), in the region or governorate to take the necessary
action. The Private health facility compliance general department shall provide
the health investment general department with a copy of the findings.

Form an internal committee by a decision of the director of the therapeutic
institution or his/ her representative. The committee shall consist of a
physician and two pharmacists at least. One of them shall be responsible for
the custody of narcotic drugs and psychotropic substances to review the
procedures for dispensing narcotic drugs or psychotropic substances to verify
the validity of the reasons for dispensing them in accordance with the

requirements of recognized medical principles,
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The committee shall conduct so at least once a year and prepare a report of the
auditfindings. Further, such findings shall be kept in a designated record. upon
finding out any violation in this regard, it shall inform the General Department
of Follow-up and Enforcement, Medical Supply Department or SFDA branch
(or SFDA if there is no respective branch in the region or governorate), in the
region or governorate to take the necessary action. The Private health facility
compliance general department shall provide the health investment general
department with a copy of the findings.

For therapeutic institutions that do not have a pharmacist, all members of the

committee shall be physicians.

If the criminal investigation competent official at MOH or SFDA finds that the
abuse resulted from a criminal act, a record of the incident shall be prepared,
and the General Directorate of Narcotic drugs Control and Public Prosecution

shall be communicated.
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Article (13):

Procedures and controls for controlling dispensation of narcotic drugs and

psychotropic substances:

1.

In government stores, the regulations stipulated in government store rules and
regulations issued by the decision of the Minister of Finance and National
Economy No. 21/4201 dated 11/08/1403 H.

Dispensing narcotic drugs and psychotropic substances in private
establishments from the central stores to the subsidiary stores, or from
the store to the therapeutic institution or pharmacy of the same
establishment, shall be as follows:

The custodian of the requester shall submit a request for substance
dispensation to be approved by his/ her line manager and the establishment
manager (or his/ her representative). The following shall be clarified in the
request:

Request No. and date.

Scientific name, dosage form, concentration, volume, and required quantity of
each substance, in figures and words.

The request shall consist of one original and a copy; the original to be kept by
the custodian in the store, and the copy to be kept by the custodian of the

req uester.
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The delivery shall be under delivery report, indicating delivery date, batch No.
and expiry date. Such report shall be signed by the custodian in the store and
director thereof (or his/ her representative) and the receiver in the requester.
Original copy of the delivery report shall be kept by the custodian of the store,
and a copy thereof to be kept by the requester.

After dispensing the prescribed quantity from the store, it shall be deleted from
the record.

Dispensing narcotic drugs and psychotropic substances in the
therapeutic institutions from the pharmacy of the therapeutic
institution to medical centers or their internal departments shall be as
follows:

Custodian at the center or the requesting department shall submit a request
for substances dispensation to be approved by his/ her line manager and the
establishment manager (or his/ her representative). The following shall be
clarified in the request:

Request number and date.

Scientific name, dosage form, concentration, volume, and required quantity of
each substance, in figures and words.

The request shall consist of one original and a copy; the original to be kept by
the custodian of the store, and the copy to be kept by the custodian of the
center or the requesting department.

Delivery is made under the Drugs Dispense Form as follows:

Drugs Dispense Form shall contain the following information:
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a. Quantity received, batch No., expiry date, receipt date, name, signature, and
recipient of the custody in the center or department, and the signature of the

custodian.

b. Patient's name, dose, and medical file No.
c. Dispensed quantity, damaged quantity, signature of the person who dispensed
or destroyed the drugs and the remaining quantity.

ii. Upon delivery, data of the quantity received, batch No., expiry date, receipt
date, name and signature of the custodian in the center or the department,
and the signature of the custodian, shall be filled in the drugs dispense
form; a copy to be kept with the custodian in the pharmacy; and the
original to be with the custodian in the center or department and it shall
become personal custody.

iii.  The centeror departmentin the therapeutic institution shall fill in the data
of the patient’s name, dose, medical file number, amount dispensed,
amount damaged, signature of the one who dispensed or destroyed the
drugs and remaining quantity in the drugs dispense form. When the
quantity runs out, a copy of it to be kept with the recipient of the custody
in the center or department. The original to be kept with the custodian in
the pharmacy.

c. The pharmacy shall have afile for each center or department that has custody

of narcotic drugs or psychotropic substances. This file shall include requests
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for dispensation and any papers related to custody. It shall be a reference to
indicate the movement of substances in departments and medical centers and
to record prescriptions in a designated record.

The receiver shall record the quantity and details of the drugs in the designated
record of the custody, then to place the same inside the locker. The record shall

be maintained in a safe place.

4. Dispensing of emergency drugs containing narcotic drugs and

psychotropic substances from emergency centers to ambulance shall be

as follows:

The custodian (head of emergency team) shall submit the request of drug
dispensation to be authenticated by his/ her line manager and center manager

(or his/ her representative). The request shall contain:

Request No. and date.

Scientific name, dosage form, concentration, size and required quantity of each
drug in figures and words.

The request shall consist of one original and a copy; the original to be
maintained by the custodian of the emergency center, and the copy to be

maintained by the custodian of the emergency ambulance.

Page 147 of 186

Ll 581 aLud¥ (3 5lsll 285> ol Ta i 015So9 Bl
U pols Jza § Budall Silago gl Jezeads

4 ool Buadl doma § Lglinolgay eaSd) dizmandy plieed ) 254,
ool O @ dzmand) Ladmsg Alall U515 ausg5 o

Alic Ol g gl Bydee alge e Wgimll Adladl Lgall byuo 4

=l e @i 2dlan¥! A Ay ) 2dladl 381 A1 (e
:‘zjl.ﬁl

L9l B ym by (Adlaadl 48,811 usy) Suall J s ooty
7939 (At 5 91) 3L sacag s aLl) duatsy (o dle Busasg
s o

Ay liy cdlall o8
Sy cpmmelly 1SNy i¥nall JSadls cloal] slall oud|
LSs Lady slgs S (o 2agllal

datl J 95 g ‘_LASIL. .Ié.é_Iz:j 89409 d.«pi oo edlall 0655 .

Jadl dlewy 3 Sagall Jssad Srpualls gLyl 3L G
Adlayl

e



The substances shall be delivered under delivery report, providing delivery
date, batch No, and expiry date. Such report shall be signed by the custodian
of the emergency center and receiver thereof in the ambulance,

Original copy of the delivery report shall be maintained by the custodian and
a copy thereof to be maintained by the receiver in the ambulance. Such

substances shall be personal custody.

In emergency center, there shall be a file for each ambulance with a custody of
narcotic drugs and psychotropic substances. This file shall include the request
of drug dispensation and any other documents relating to the custody. It shall
be a reference to the statement of drugs movements in ambulances in a
designated record.

The receiver shall record the quantity and details of the drugs in the designated
record of the custody, then to place the same inside the locker. The record shall
be kept in a safe place.

If narcotic drugs or psychotropic substances are destroyed or not needed to be
used, the custodian in the ambulance shall return such drugs to the dispenser.
Such drugs shall be delivered under delivery report signed by the custodian in
the ambulance and the receiver in the dispenser. The original copy of such
report shall be kept by the custodian, while the copy thereof is to be

maintained by the receiver.
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Dispensing narcotic drugs and psychotropic substances in local
pharmaceutical manufacturers licensed by SFDA to manufacture
medical pharmaceuticals containing narcotic drugs and psychotropic
substances from the store to manufacture department shall be as
follows:

The requesting department of substances shall submit a request to dispense
the substances authenticated by his/ her line manager and manufacturer
manager (or his/ her representative). The request shall contain:

Request No. and date.

Request reason.

Competent official name and signature.

Scientific name, dosage form (concentration and size, if possible) and required
quantity of each substance, in figures and words.

The request shall consist of one original and a copy; the original to be kept by

the custodian in the store, and the copy to be maintained by the custodian in
the requesting department.

The substances shall be delivered under delivery report, providing delivery
date, batch No. and expiry date. Such report shall be signed by the custodian
in the store and manager thereof (or his/ her representative) and the receiver
in the requesting department. The original copy of the delivery report shall be
maintained by the custodian in the store and a copy thereof to be maintained

by the requesting department.
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The receiver shall record the quantity and details of the drugs in the designated
record of the custody, then to place the same inside the locker. The record shall
be kept in a safe place.

A statement is to be made for each operation proceeded in connection with
narcotic drugs and psychotropic substances in the department, including the
following details:

Name and date of the operation.

Used, produced, remaining and damaged quantity.

Name and signature of the competent official, his/ her line manager and
department manager.

The remaining, damaged, or used quantities in the quality tests in the
department shall be returned to the store and delivered under delivery report
signed by the custodian in the store and the competent official in the
department. The original copy shall be kept in the department and a copy
thereof to be kept by the custodian in the store. However, the produced
quantities shall be delivered to the store and maintained in their designated
places under the responsibility and supervision of the custodian in the
manufacturer.

The substances shall be delivered between departments under an official
delivery statement; the original copy to be kept in the sending department,
while a copy to be maintained in the receiving department, including the
following details:

Name of the sending department and date of delivery.
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Name and signature of the competent official and manager of the sending
department.

Name of the receiving department and date of receipt.

Name and signature of the competent official and manager of the receiving
department.

Substances request reason.

Scientific name, dosage form (concentration and size, if possible) and required
quantity of each item in figures and words, as well as batch No. and expiry

date.

In all cases, the manufacturer shall commit to Good Manufacturing Practices

(GMP) of the pharmaceuticals as approved by SFDA.

Dispensing narcotic drugs and psychotropic substances in private
pharmacies authorized to trade in such narcotic drugs and psychotropic
substances, business centers in the government therapeutic institutions
and hospitals, where patients are received and treated against fees, shall
be conducted as follows:

Narcotic drugs and psychotropic substances shall be dispensed after being
counted and confirmed of the quantity provided to the patient and after the
pharmacist noted down the dispensed quantity, signature of the patient or the

receiver, date of receipt, ID number, name and signature of the pharmacist
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dispensing the drugs on the prescription. Then, such substances shall be
placed in packages bearing a label including the following details:

Patient name and file No.

Drugs name, concentration, size, dosage form, quantity, dose, and treatment
term.

Dispensing date, batch No. and expiry date.

Guidelines of the pharmacist to the patient and how to store the drugs.
Narcotic drugs drug or psychotropic substance shall only be handed to the
patient to whom the drug is prescribed, one of his/her relatives (parents, sons,
siblings, and spouse), after verification of his/herID. If another person received
the drugs on behalf of the patient, he/she shall provide evidence of patient’s
approval to hand him/her the drug after verification of his/her ID and that
he/she is the designated person.

Prior to dispensing drugs to a patient, the pharmacist shall fill all required
information in the screen (of dispensing narcotic drugs and psychotropic
substances) relevant to NDS thereof in SFDA as provided in the User Manual,
provided that he/ she shall verify that the same drugs are not dispensed to the
same patient and treatment term of the previous prescription is valid for more

than seven days.
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Prescription of narcotic drugs and psychotropic substances shall be dispensed

only once.

Prescription shall not be dispensed for inpatient outside the therapeutic
institution issuing this prescription.

The pharmacist shall not dispense any prescription of narcotic drugs and
psychotropic substances if:

The prescription violates the regulations and instructions provided in the Law
of Combating Narcotic drugs and Psychotropic Substances and Implementing
Regulations thereof or these procedures and controls;

The treatment term of the previous dispensed prescription is valid for more
than seven days.

The drug prescribed for the patient is not proper or in conflict with other drugs
except after consulting the attending physician; and

A deletion, amendment or mark of counterfeiting is found, and the patient

shall be informed of the reason for refusing to dispense the drug.
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Dispensing narcotic drugs and psychotropic substances in laboratories ;S yo9 Jdl=tdl Jolae § acdaadl &l 55dls 5yusell 51gd! 8o

and research center:

The analyzer or researcher shall submit the request of dispensing the drugs,
and such request shall be authenticated by his/ her line manager and manager
of the establishment (or his/ her representative). The request shall contain:

Request No. and date.
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Name of the analysis or research.

Scientific name, dosage form (concentration and size, if possible) and required
quantity of each substance in figures and words.

The request shall consist of one original and a copy; the original to be
maintained by the custodian in the establishment, and the copy to be
maintained by the analyzer or researcher.

The substances shall be delivered under delivery report, providing delivery
date, batch No. and expiry date. Such report shall be signed by the custodian
in the establishment, his/ her line manager, establishment manager (or his/ her
representative), analyzer or researcher receiving the substances. The original
copy of the delivery report shall be maintained by the custodian in the
establishment and a copy thereof to be maintained by the analyzer or
researcher.

The analyzer or researcher shall record the quantity and details of the drugs in
the designated record of the custody, then to place the same inside the locker.
The record shall be maintained in a safe place.

A statement is to be made for each operation proceeded in connection with
narcotic drugs and psychotropic substances, including the following details:

Name and date of the analysis or research.
Used, produced, remaining and damaged quantity.

Name and signature of the analyzer or researcher, his/ her line manager and

manager of the establishment (or his/ her representative).
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The produced, remaining, or damaged quantities due to the analysis or
research conducted shall be returned to the custodian in the establishment.
The quantities shall also be delivered under delivery report signed by the
custodian and the analyzer or researcher, his/ her line manager. The original
copy shall be kept by the analyzer or researcher and a copy thereof to be kept
by the custodian.

Dispensing medical drugs containing narcotic drugs and psychotropic
substances in transportations to meet emergencies and first aid shall be
as follows:

The attending physician (or first aider if no physician available) in the
transportation shall submit a request to dispense the substances to be
authenticated by the person in charge of the transportation (or his/ her
representative). The request shall contain:

Request No. and date.

Scientific name, dosage form, concentration, volume, and required quantity of
each substance in figures and words.

Request reason.

Verbal orders from the attending physician (or first aider if there is no
physician) shall be accepted for requests of dispensing substance in
emergencies only. The physician or first aider shall sign dispensing order

within twenty-four hours.
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Emergency drugs shall be given to the patient by the attending physician (or
first aider if there is no physician).

Empty drug container shall be returned to the entity dispensed the drug.
Further, patient’s name, attending physician’s name or first aider, time and date
of administration shall be recorded in the custody record.

If the dosage prescribed to patient is less than the capacity of one syringe, the
physician or first aider who gave drugs, custodian in transportations or the
person in charge of transportation (or his/ her representative) shall destroy the
remaining amount and sign on that in the emergency report of patient.
Dispensing registered and priced narcotic drugs and psychotropic
substances sold by drug agent or local pharmaceutical manufacturer to
entities licensed to possess these drugs shall be as follows:

Drug agent or local pharmaceutical manufacturers shall submit an approval
request to sell and transfer narcotic drugs or psychotropic substances to the

beneficiary via SFDA NDS as shown in NDS User Manual.

Where the electronic system for narcotic drugs and psychotropic substances
cannot be accessed, the following steps shall be taken:

The beneficiary shall submit a request for narcotic drugs or psychotropic
substances approved by the establishment manager (or his/ her

representative) to the drug agent or local pharmaceutical manufacturer.
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The request shall be accompanied by the approval of SFDA branch in the
region or governorate (or SFDA if there is no respective branch in the region or
governorate) regarding the purchase of the beneficiary.

The request shall consist of one original and a copy; the original to be kept by
the custodian in the local pharmaceutical manufacturer or with drug agent and
copy to be kept by the custodian of the requester.

The substances shall be dispensed under a dispensing report indicating receipt
date, batch No. and expiry date. Further, the report shall be signed by the
custodian in the store of the local pharmaceutical manufacturer, drug agent,
store manager (or his/ her representative) and custody recipient of the
requester, and a copy to be kept by the custodian of the requester. The original
receipt report shall be kept by the custodian of the store, and a copy with the
custodian of the requester. If the substances are to be transferred to the
beneficiary, the delivery will be made in accordance with Paragraph 3 (b) of
Article 7 hereto.

The purchase invoice shall be attached to dispensing or delivery report
including the following:

Invoice No., date, signature of sale agent, and establishment seal.

Scientific and trade name of the substance, dosage form, concentration,
volume, and sold quantity, batch No., production, and expiry date.

The original invoice shall be kept by the custody recipient of the requester, and
a copy with the custodian in the store of the drug agent or local pharmaceutical

manufacturer.
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Article (14):

Procedures and controls for registering narcotic drugs and psychotropic

substance and submitting data of periodic record (records):

1.

Custodian shall regularly inspect and register its custody (at least once each

three calendar months) in the record and mention the date of each inspection.

In the event of an excess, loss, decrease or damage to the custody of narcotic
drugs and psychotropic substances, the regulations contained in Paragraph (4)
of Article (19) of the Implementing Regulations of the Law of Combating
Narcotic drugs and Psychotropic Substances shall be followed. The
establishment shall submit report to the General Department of Follow-up and
Enforcement, Medical Supply Department or SFDA branch (or SFDA if there is
no respective branch in the region or governorate), in the region or
governorate to which establishment affiliates. The Private health facility
compliance general departmentshall provide a copy of the report to the health
investment general department.

Data of narcotic drugs and psychotropic substances shall be recorded at the
end of every six months (according to Gregorian year), where periodic record

(records) shall be sent as follows:

For governmental establishments affiliated to MOH and supervised by

General Department of Medical Supply:
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1. Records shall be submitted to the General Department of Inventory Control in
its region or governorate for audit and maintenance. Further, a copy shall be
submitted to the Medical Supply Departmentin the region or governorate, and
a copy of narcotic drugs and psychotropic substances record to the Mental and
Social Health General Department.

2. The Medical Supply Department in the region or governorate shall submit its
records to the General Department of Inventory Control in the region or
governorate to which it affiliates, and a copy thereof is to be submitted to the
General Department of Medical Supply at MOH.

3. Stores of the General Department of Medical Supply at the Ministry’s
headquarter shall submit its records to the General Department of Inventory
Control at MOH.

4. The General Department of Inventory Control at MOH shall submit total
records to SFDA.

b. For private pharmaceutical establishments and therapeutic institutions
licensed by MOH:

1. Records shall be submitted to the Private health facility compliance general
department in the region or governorate to which it affiliates.

2. In case that the private entity has several medical affiliated establishments, a

separate record for each establishment shall be submitted.

3. Private health facility compliance general department in the region or

governorate shall review and keep it, then submit a copy to Health investment
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general department and another copy of the list of narcotic drugs and psychotropic

substances to the Mental and Social Health General Department.

C.

For stores of agents of registered and priced drugs and local drugs
manufacturers licensed by SFDA:

A copy of the records of narcotic drugs and psychotropic substances shall be
submitted to SFDA.

As for its stores in its regions and governorates, records of each store shall be
submitted to SFDA branch in the region or governorate to which establishment

affiliates (or SFDAif there is no respective branch in the region or governorate).

For private veterinary facilities licensed by MEWA:

Records shall be submitted to General Directorate of Animal Resources
Services at MEWA in the region or governorate to which it affiliates for audit
and maintenance. Consequently, a copy shall be submitted to SFDA branch in
the region or governorate to which establishment affiliates (or SFDA if there is
no respective branch in the region or governorate).

For all other establishments, the records shall be submitted to SFDA branch in
the region or governorate to which establishment affiliates (or SFDA if there is

no respective branch in the region or governorate).
For Saudi transportations indicated in Article 2 of the Law of Combating

Narcotic drugs and psychotropic Substances and its Implementing

Regulations:
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The entity to which transportation affiliates shall submit records to the
government entity in charge of transportations for auditing and maintenance.
The government entity in charge of transportations shall submit all archived
records to SFDA.

MOH and SFDA, each within its field of competency, shall audit and review
submitted records, and if they notice:

Discrepancies in inventory, the competent entity shall be informed to clarify
reasons for that.

Excess or stagnant quantities, the competent entity shall treat them in
accordance with Paragraph (6) of Article (8) hereto.

An increase in consumption than excepted, the competent entity shall be
informed to clarify reasons for that.

Government and private regulatory entities shall monitor the dispensation of
narcotic drugs and psychotropic substances within its unit through conducting
unannounced and periodic inspection ensuring that the Law of Combating
Narcotic drugs and Psychotropic Substances, its Implementing Regulations
and these procedures and controls in terms of receipt, storage, dispensation,
registration, and maintenance of these items are applied. Further, the existed
inventory with the recorded one shall be matched, where reports including all
the notices shall be prepared to submit a copy of it to the competent
department within the entity.

SFDA may allow any entity to submit records of establishments affiliated to

this entity, where required.
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Article (15):

Procedures and controls for destroying prescriptions, their records and

records of narcotic drugs and psychotropic substances:

1.

Following the expiry of maintenance period, prescriptions and records shall be
destroyed by the committee formed by the manager of establishment or its
deputy, where the committee shall consist of at least three members, one of
them shall be entrusted with narcotic drugs and psychotropic substances in
the establishment.

The Destruction report shall be prepared and singed by the members and hold
the establishment seal. The original shall be kept with the custodian, where a
copy of which shall be submitted to the General Department of Inventory
Control in the establishment or its equivalent.

Establishments that have pending cases with regard to narcotic drugs and
psychotropic substances such as burglary, robbery, shortage or other cases,
shall maintain prescriptions and records of these substances until pending
cases are resolved. Consequently, such prescriptions and records shall be
destroyed according to the established procedures.

In the event of loss or damage of custody records or prescription records, the
following actions shall be taken:

A new record shall be established.
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b. The establishment manager shall form investigation committee of at least
three members, one of them shall be from the General Department of
Inventory Control in the establishment or its equivalent to do the following:

i Conduct inventory-taking, quantities, and register them in the new record.

ii. Investigate reasons for loss or damage, whether it is the result of
negligence, omission or any other emergency while specifying the liability

of the defaulting party or negligent.

c. Establishment manager shall submit committee report to SFDA branch in its
region or governorate (or SFDA if there is no respective branch in the region or
governorate), or the Private health facility compliance general department in
its region or governorate if the establishment is a pharmacy or private
therapeutic institution licensed by MOH to take necessary actions. The
establishment shall keep a copy of it in the custody record, provided that the
Private health facility compliance general department shall provide findings to

Health investment general department.
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Article (16):

Procedures and controls for storing and destroying damaged items and

empty Containers of narcotic drugs and psychotropic substances:

I: Damaged Items.

1.

Narcotic drugs and psychotropic substances shall be considered damaged in
accordance with the following:

If they are expired.

If they are unusable as they do not conform to specifications and conditions
approved by MOH or upon which the supplier was awarded; nonetheless,
violating the manufacturer's specifications, broken, opened or for any other

reason.

If change in the natural or chemical properties of narcotic drugs and
psychotropic substances is observed before their expiry date, and their
samples have been sent to the laboratory for analysis and proved to be
unusable.

If SFDA competent authority decides to abolish the use of any item of narcotic
drugs and psychotropic substances, whether it is for their harmful side effects
or other reasons.

Damaged narcotic drugs and psychotropic substances shall be destroyed by a
committee formed by decision of director of SFDA branch or his/ her
representative in the region or governorate (or SFDA Vice President for Drug

Sector in case there is no respective branch in the region or governorate). As
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for the private pharmaceutical establishment and therapeutic institutions
licensed by MOH, the decision shall be issued by the manager of the Private
health facility compliance general department in the region or governorate.
Destruction committee shall consist of:

At least two representatives of SFDA branch in the region or governorate (or
SFDA if there is no respective branch in the region or governorate), or
representatives of the Private health facility compliance general department in
the region or governorate for pharmaceutical establishments and private
therapeutic institutions licensed by MOH.

Custodian of narcotic drugs and psychotropic substances in the establishment.
The custodian shall submit a request to destroy narcotic drugs or psychotropic

substances via NDS as indicated in NDS User Manual attached herein.

Damaged narcotic drugs and psychotropic substances shall be destroyed in a
period not exceeding one year and the destroy shall be made in accordance
with destruction procedures set forth in GCC Uniform Law for Medical Waste
Management and its Implementing Regulations. This shall be made under the
supervision of Destruction committees mentioned in Paragraph (2) of this
Article.

Upon destruction of damaged narcotic drugs and psychotropic substances,
destruction report shall be made indicating the scientific name of narcotic

drugs or psychotropic substances, dosage form, concentration, size, batch No.

Page 165 of 186

LMl alucaoslly adioall W ladll Lol (Alaslell of 2alailly
Byla) yacka (0 H1all (9858 Amiall 5y 59 LB (10 duas Ll Aol
LAl L dmld) alaslell of dabailly dmiall Ggaddly ol
oo L39Sa AN Aimd (1S5

sloadly oldall Zebadl Al £,8 o ol Gugdie J3YI e
pie Jl> @ slodly cliall Zelall Al of) daslzll of aakudly
LAY 85la] (ye Cmagaie of (Aadlall of Aalailly 2l 58 599
Wagall ol aaal=ll of Zahidl Lmall Ogradl
Aol 5yl 39 b oo duas Ll 2o | adall cilucwglly

Sladll @ ddaall cl35lls 3yusell sloll suge Jogan

Slydse ol Byime gsl B clls @aaty Buall Josun pody
Alaall 35kl 8yl gaW g ASTY alladdl Goyls e dulae
3 G AT plladdly (ol pusiadl dudus miose 92 LS
lely2¥ s

A5 ¥ e § Aalladl Adaall =l 3slly Byasll sledl Ml Comy
AUALIl 3 55,1501 YT ils ] 389 BVEY! g Bty A 5
Jod csslazll Ladzme Joots umsall Ble, )l mllas 5,153 amsll
Olrlll G1al cons U3 0sSy (Aydudial] 4nmidy Auyall bl
Bolll oda (e (2) o8, 8,811 (3 8oylsll O 28U

oot @i ¢ &AM Adaall Slslly Busll slell Cadl e
Aaatl (3511 ol Byuzell Boleld ladl @l 44 mingy M) juaxa
Y @Jl 5\.,,@5_”5 EARESAL ‘oé)j ﬁ-?""”ﬁ J'vﬁsjﬁb g_;’y-‘-.‘.-#é-” Mb



and quantity that have been destroyed, in figures and words, along with
destruction reason, time and date. The report shall be signed by all members
of the destruction committee and sealed with the official seal. Original
destruction report shall be kept with the custodian. A copy thereof shall be
delivered to the remaining committee members, to the health investment
general department, in the region or governorate thereto, and to the General
Department of Inventory Control in the region or governorate to which
government establishments, affiliated to the MOH and supervised by General
Department of Medical Supply.

Establishments that have pending cases with regard to narcotic drugs and
psychotropic substances such as burglary, robbery, shortage, etc., shall keep
such substances and their packages until such pending cases are resolved and
then destroying them according to the established procedures.

Damaged narcotic drugs and psychotropic substances shall be kept in their
Containers in appropriate place in accordance with Paragraph 1 (b), (c) and (d)
of Article (19) of the Implementing Regulations of the Law of Combating
Narcotic drugs and psychotropic Substances.

Establishment director shall ensure that damage to narcotic drugs and
psychotropic substances was not caused by negligent storage or misuse by

custodian.
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Il: Empty Containers.

1.

Empty Containers shall be destroyed by a committee formed by a decision of
the establishment director or his/ her representative. It shall consist of
pharmacy director or his/ her representative and the custodian of narcotic
drugs and psychotropic substances in the establishment.

Empty packages of narcotic drugs and psychotropic substances shall be
destroyed in a period not exceeding six months, in accordance with
destruction procedures set forth in GCC Uniform Law for Medical Waste
Management and its Implementing Regulations, after ensuring that the
delivered quantity, weight or number of empty packages conform to the
number of dispensed injections with regard to prescriptions; and conform to
the quantity, weight or number of destroyed items. A copy of the destruction

list shall be kept in the custody record.

General Procedures and Controls:

1.

The following cases in therapeutic institutions shall be handled as
follows:

The cases are:

When an amount of the injection of narcotic drugs and psychotropic
substances remains during administration.

When a syringe, ampoule, or Containers of narcotic drugs substance or
psychotropic substance is accidentally broken.

When narcotic drugs or psychotropic substance is accidentally wasted by

mistake.

Page 167 of 186

ALl ol gl st

U 959 s (30 9 Adipall ke (3 98I <ty (re 9 BLALL
BLadll adaatl o, 35lle 5 yusell slgll Bue

e e a3t Y Bte 3 Aliall gl Byusell sloll §5ly8 Calis
Sllas 8yloy wsll alladl § Baylsdl MY wlely) 389 (il
iy Aosall sl Joud Osladdl ulzme Joubs uziall Ll ]!
Laluadl §5l9all sue 91 (159 91 S O (o ST ay (il
039 51 2aS Ballaag cliimsll § Adgall pasdl sue ao Gillas
Bl Uzmas 3 BN Ly (10 8940 Laazmg (4] @ile st o

N

2

tdale Ja.»‘};aj Q‘Gb—"'!

ok Lo 399 ol SLadll § ALl ¥ el o Jalall o2y

@ oYl

elac Ll daall 3500 of 8)usell Bolll ddo (o 2uaS olay e

Oy Aae 350 ol Byuses Bale Bgue of By9)l8 of (Ad> S e
s Bob e dad

Mozl Boybo (e diad Gy i y35e of Bydsa Bole slua) die

A



When an empty injection of narcotic drugs or psychotropic substance is lost or
broken after use.

If the physician changes treatment after preparing an injection of narcotic
drugs or psychotropic substance for administration.

If the patient refuses to take narcotic drugs or psychotropic substance after
being prepared for administration or patient’s medical or psychological
condition at the time of administration does not allow this.

A destruction report shall be prepared in the therapeutic institutions and
signed by the physician or nurse who gave the drug, and the other physician
or nurse who supervised it. In private clinics, such report shall be signed by
nurses or physicians, nurse, and clinic owner. In ambulances, it shall be signed
by two first aiders, if possible, and the head of emergency teams. In the means
of transportation, it shall be signed by the physician, if any, or first aider and
the person in charge of such means of transportation.

Destruction report shall be recorded in the designated form prepared. A copy
thereof shall be delivered to the custodian to maintain it in records, to
Inventory Control Department in the region or governorate thereto, if the
establishment is a government establishment affiliated to MOH and
supervised by General Department of Medical Supply.

The substance shall be destroyed at the time of the incident, while the package
shall be destroyed in accordance with destruction procedures set forth in the
GCC Uniform Law for Medical Waste Management and its Implementing

Regulations.
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2. The following cases in stores shall be treated as follows:

a.

The cases are:
When syringe, ampoule, or package of a narcotic drugs or psychotropic
substance is accidentally broken.
When a narcotic drugs or psychotropic substance is accidentally wasted.
When an empty injection of a narcotic drugs or psychotropic substance is

lost or broken after use in analysis or research.

b. Destruction report shall be prepared in the stores and signed by store official,

his/ her line manager or store manager and custodian. In manufacturer
departments, laboratories, analysis laboratories, and research centers, the
report shall be signed by department employee, analyst or researcher, and his/
her line manager, department manager or establishment manager, and
custody official.

Destruction report shall be recorded in the designated form. A record copy
shall be sent to the custodian to maintain it in records, to Inventory Control
Department if the establishment is a government establishment affiliated to
MOH and supervised by General Department of Medical Supply.

The substance shall be destroyed at the time of the incident. The package shall
also be destroyed in accordance with destruction procedures set forth in the
GCC Uniform Law for Medical Waste Management and its Implementing
Regulations.

In the event that incidents mentioned in Paragraphs (1) or (2) of this Article

were repeated by same employee for more than two times a year, the General
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Department of Follow-up and Enforcement, General Department of Medical
Supply or SFDA branch in its region or governorate shall be informed to take
necessary action.

In the event that syringe, ampoule, or package of narcotic drugs or a
psychotropic substance is closed by manufacturer, not opened, but it is empty
or incomplete, a report in this regard shall be made. Further, SFDA shall be
informed. The substance and package shall be kept with the damaged

substances in the establishment.

Article (17):

Procedures and controls for disposing confiscated drugs that contain

narcotic drugs or psychotropic substances:

1.

a.

Procedures for receiving and storing confiscated drugs:

Confiscated drugs shall be received by inspection committee referred to in
Paragraph (3) of Article (23) herein under a seizure report signed by the
establishment manager (or his/her representative), establishment’s custodian
or the entity from which it is confiscated, and members of the inspection
committee. In case that the confiscated drugs are available at customs port,
customs representative shall sign the report and submit a copy.

Original seizure report shall be kept with the management of the investigation
authority in the region or governorate to which the establishment is affiliated;
and a copy with the establishment from which they were confiscated.
Confiscated drugs shall be delivered to the nearest medical supply store at

MOH or SFDA in the region or governorate to which the establishment of
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these confiscated drugs is affiliated. Such delivery shall be made according to
a delivery report signed by the members of the inspection committee, store
custodian, and store manager or his/ her representative. Further, original shall
be kept with the authority affiliated to the inspection committee in the region
or governorate; and a copy with the store custodian.

In case that there is no store for medical supplies or SFDA in the region or
governorate, confiscated drugs shall be delivered to the nearest medical supply

store at MOH or SFDA in the neighboring region or governorate.

Confiscated drugs shall be transported and maintained according to the
provisions of Articles (13) and (19) of the Implementing Regulations of the
Law of Combating Narcotic drugs and Psychotropic Substances.

If the criminal investigator officer at MOH or SFDA finds out that the
confiscated drugs resulted from a criminal act, a record of the incident shall be
prepared, and the General Directorate of Narcotic drugs Control and the Public

Prosecution shall be communicated.
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recording, evaluating, reporting, and comparing the results of the installation
to the previously specified acceptance standards.

Before verifying the validity of the system, procedures for calibrating devices,
recording and control systems, and training operators, supervisors and
individuals involved in checking, maintaining, and operating all operations
shall be available.

Any problems observed during system validation shall be reported, evaluated,
and recorded.

The suitability and efficiency of the equipment and the method of operation
shall demonstrate the suitability of the hardware and software to perform the
assigned tasks.

The persons authorized to use the system and their authorities shall be
specified. Each one shall have his/ her own user No. and password. This shall

be documented in his/ her records and approved by the authorized person.

The system shall record the identity of the users or operators and the time and
date of entry and exit.

The system shall have a mechanism that prevents unauthorized persons from
using the system.

The system shall have a mechanism that prevents changing, amending, or
deleting saved data, or entering wrong data, or the user from performing

operations that are not within his/ her authority.
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10.

11.

12.

13.

14.

15.

The system shall have a mechanism to prevent data loss before it is saved, in
case of a system shutdown, power outage, or otherwise.

The system shall have a mechanism to record all the entered data, the time and
date of entry, who entered it, any changes made, including adding, deleting, or
amending, and who did that, and the time and date of the change.

The work procedures shall be written, approved, and available to all users of
the system and include the date on which these procedures shall be reviewed

by the competent authority.

System maintenance procedures shall be written and approved, and every
maintenance operation, time, and date of its operation, who did it and who
supervised it shall be recorded.

Upon entering information, there shall be an additional review by another user

or by the system itself, to ensure the validity of the entered data.

Errors related to the work of the system affecting the quality of work or
products or the validity of records and saved data or otherwise shall be

recorded and investigated by the competent officials.

16. Any change or modification in computer system shall be according to the

change procedures approved by the competent authority in the establishment.

Further, this change shall be documented within the establishment and to ensure

that the change is appropriate for the application, and all changes shall be kept in

its own records, including amendments and improvements to computer
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hardware and software, and any other sensitive and important components, the
records shall indicate that the system is approved and valid.
17. There shall be a back-up system for all computers in order to protect data and

records from loss or damage in case of a system breakdown or failure.

18. The procedures that will be taken in case of a system breakdown or failure shall
be defined and documented, and any breakdown or failure of the system shall be
recorded and actions that have been taken in this regard.

19. Data can be recorded by other means in addition to the computer system, such
as handwriting or printing the data entered into the system and then saving it in
records or otherwise.

20. Documents, records and data kept by electronic means, such as computer, shall
be easily traceable, examined and copied at all times. They shall not be exposed to

risks of damage or change and distortion and shall be kept in a safe manner.

d. Controls for writing an electronic prescription for drugs containing narcotic

drugs or psychotropic substances in therapeutic institutions and dispensation

method:

1. Provisions of Paragraph (2) of Article (20) of the Implementing Regulations of
the Law of Combating Narcotic drugs and Psychotropic Substances shall be
adhered to.

2. Physician electronic signature or code shall be printed on the prescription.
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3. The patient shall be given a copy of the prescription and sign a receipt for the

medicine.

In case that the drug is for an inpatient, the nurse shall sign on receiving the
drug and give a copy to be kept in the department's custody record.

More than one drug may be prescribed in the prescription. However, if the
establishment does not have the drug, the patient shall be given a prescription
for each drug separately and according to Paragraphs (1), (2) and (3) of Article
(20) of the Implementing Regulations of the Law of Combating Narcotic drugs

and Psychotropic Substances.

f. Controls for Storage condition drugs containing narcotic drugs or psychotropic

substances in electronic devices in departments of therapeutic institutions and

dispensation method:

1.

The device shall have a mechanism that prevents dispensing of the drug except
after the physician or nurse and another physician or nurse sign electronically
or with the password in the device.

The device shall have a mechanism that prevents dispensing of more than the
quantity specified in the prescription.

The device shall have a mechanism that prevents opening drug drawers by an
unauthorized person or in case of a system breakdown or power outage, and
a security alarm system shall be provided if this happens.

Provisions of Paragraph (1) of Article (19) of the Implementing Regulations of
the Law of Combating Narcotic drugs and Psychotropic Substances shall be

adhered to.
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10.

The device shall have special drawers for storing drugs that contain narcotic
drugs or psychotropic substances only.

The device shall have a mechanism that prevents the return of dispensed drug
in which narcotic drugs or psychotropic substances are prepared for
administration to the device by the nurse if the drug is not used.

In case that the device system allows the return of the unused drug in which
narcotic drugs or psychotropic substances have not been prepared for
administration, it shall be in separate drawers for drugs containing narcotic
drugs or psychotropic substances. However, if they are in the same drawers,
the entire contents of the drawers shall be emptied. Such process shall be
signed by two physicians or a physician and nurse or nurses.

In case that the device system allows the reuse of empty injections, they shall
be in separate drawers designated for empty injections of narcotic drugs and
psychotropic substances only.

Persons authorized to pack the device and follow up the inventory of its
contents and the time periods for this shall be determined. Such process shall

be approved by the custodian, pharmacy director and establishment manager.

There shall be at least two persons when packing the device with drugs
containing narcotic drugs or psychotropic substances to ensure that the
packaging is done in a proper manner and that the names and quantities of the
drugs are correct. They shall sign a report indicating so to be submitted to the

custodian in the pharmacy to keep itin the record, provided that the device has
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a signature method that documents the confirmation process of packaging

electronically.

11. Dispensed and remaining drugs containing narcotic drugs or psychotropic

substances in the device shall be inventoried by at least two persons. This shall

also be done through the device itself if the inventory process is electronically

documented. Further, they shall sign it each time, and a copy of the report shall

be sent to the pharmacy custodian to be kept in the record.

Article (19):

Emergency drugs containing narcotic drugs or psychotropic substances that are

permitted in emergencies, and authorized to physicians to possess, prescribe, and

dispense in their own clinic, which shall be provided in emergency centers and

ambulances are:

1. Emergency drugs are:

Drug name

Dosage form
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1  DIAZEPAM
MORPHINE
LORAZEPAM

2

3

4 TRAMADOL
5  PETHIDINE
6

MIDAZOLAM

AMPOULE
AMPOULE
AMPOULE
AMPOULE
AMPOULE
AMPOULE
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2. These drugs shall be injections for single-use, and all or part of these drugs may ~ «1aad su>lg 8, alusradl (ya> JSdn 21_:352\ s 0555 () ey 2
be secured as needed. A bl s Lo £ 52 of 290Y) sa JS (tels a9
3. The maximum quantity that shall be provided in emergency transportation is : ¥ g du8law) dusll 3 Laydss cuxloll 4paSU (0ad¥l Ul 3

as follows:

1 Ambulance Five injections

2 Ambulance boat Five injections

3 Medevac plane Determined by the Saudi Red Crescent Authority (SRCA)
according to the size and nature of the plane
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Article (20): 109 dadl 3oLl
Drugs containing narcotic drugs or psychotropic substances permitted to be  Layoss zooud! dlic Silige of Byusea slge e Lsizdl 2ga¥

prescribed and dispensed in therapeutic institutions in KSA are: i ALl § AeMadl Sluwd! § Loy
I: Narcotic drugs: TINESUEIPR | N

No Narcotic Drug Narcotic Drug

1 ALFENTANIL 11 LEVOMETHORPHAN

2 ALPHACETYLMETHADOL 12 LEVORPHANOL

3 CODEINE 13 METHADONE

4 DEXTROPROPOXYPHENE 14  MORPHINE

5 DIHYDROCODEINE 15 OXYCODONE

6 DIPHENOXYLATE 16 OXYMORPHONE

7 ETORPHINE 17 PETHIDINE

8 FENTANYL 18  REMIFENTANIL

9 HYDROCODONE 19  SUFENTANIL

10 HYDROMORPHONE 20 TRAMADOL

(Pharmaceutical dosage form, concentrations and volumes of these drugs shallbe (10 Lasleiel ey 21__,3;&2\ ol ‘3\_’?}9‘3 ATy As¥auall JKEN)
approved by SFDA). Lelgdlg elial) daladl 2 I S8
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ii: Psychotropic substances:
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Psychotropic Substances

ALPRAZOLAM
AMPHETAMINE
AMOBARBITAL
BARBITURIC ACID
BENZHEXOL
BIPERIDINE
BROMAZEPAM
BUPRENORPHINE
BUTORPHANOL
CHLORAL HYDRATE
CHLORDIAZEPOXIDE
CHLORMETHIAZOLE
CLOBAZAM
CLONAZEPAM
CLORAZEPATE
DEXAMFETAMINE
DIAZEPAM
EPHEDRINE
ETHANOL
FENOZOLE
FLURAZEPAM
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22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
a1
42

Psychotropic Substances

KETAMINE
LORAZEPAM
MEPROBAMATE
METHOHEXITAL
METHYLPHENIDATE
MIDAZOLAM
MODAFINIL
NALBUPHINE
NITRAZEPAM
NOREPHEDRINE
OXAZEPAM
PEMOLINE
PENTAZOCINE
PENTOBARBITAL
PHENOBARBITAL
PHENPROBAMATE
PREGABALIN
PRIMIDONE
TEMAZEPAM
THIOPENTAL
ZOLPIDEM
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(Dosage forms, concentration and volume of such drugs shall be approved by

SFDA).

Article (21):

1.

It is strictly forbidden to distribute or trade in free samples of narcotic drugs
psychotropic substances.

Itis prohibited to advertise narcotic drugs and psychotropic substances except
in magazines, conferences, seminars, and scientific publications intended for
professional practitioners in accordance with the provisions of Article (36) of
Law of Pharmaceutical Establishments and Preparations and its Implementing

Regulations.

Article (22):

MOH and SFDA joint committee

1.

a.

Committee Functions:

Approve requests for the use of modern technology in dealing with narcotic
drugs and psychotropic substances.

Amend the list of drugs that contain narcotic drugs and psychotropic
substances allowed to be used in transportation.

Update procedures and controls for prescription and dispensation.

Amend the conditions, data and validity period of the restricted prescription
conditions and its data.

Amend the list of emergency drugs containing narcotic drugs or psychotropic

substances, which are permitted in emergencies.
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Amend Schedules attached to the Law of Combating Narcotic drugs and
Psychotropic Substances.

The committee shall include two representatives from the following
authorities:

MOH General Department of Medical Supply.

MOH Mental and Social Health General Department.

MOH General Administration of Pharmaceutical Care.

MOH General Department of Inventory Control.

MOH General Department of Health Facilities Licensing Services.

MOH General Department of Follow-up and Enforcement.

A consultant physician to be nominated by Hospitals General Department.
SFDA.

Committee workflow processes:

The committee shall have a chairman/chairwoman for a mandate of three
years, renewable only once. Such mandate shall be rotated between SFDA and
MOH. Further, the committee chairman/chairwoman shall be chosen by the
Minister of Health in coordination with the CEO of SFDA.

The committee shall hold periodic meetings every three months. However,
meetings may be held at the request of the chairman/chairwoman, when
needed.

Committee's decisions shall be issued by majority; and submitted to the

authorized person for approval.
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d. The committee, when needed, may seek assistance from officials it deems fit

in some of its functions.

Article (23):

Provisions Enforcement:

1. criminal investigator officers concerned with enforcing the provisions of the
Law of Combating Narcotic drugs and Psychotropic Substances, its
Implementing Regulations and these procedures and controls are physicians,
pharmacists and pharmacist technicians working in the following competent
authorities:

A. SFDA.

General Department of Medical Supply and General Department of Inventory
Control at MOH.

C. Medical Supply Departments and Inventory Control Departments in regions
and governorates.

D. Private health facility compliance general department in regions and
governorates.

2. Competent authorities shall be liable for enforcing the provisions of the Law
of Combating Narcotic drugs and Psychotropic Substances, its Implementing
Regulations and these procedures and controls as follows:

A. SFDA shall enforce the provisions on all authorities and establishments.
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General Department of Medical Supply and General Department of Inventory
Control at MOH shall be responsible for enforcing the provisions on MOH's
establishments supervised by them.

Department of Follow-up and Enforcement in regions and governorates shall
be responsible for enforcing the provisions on private establishments licensed
by MOH.

Medical Supply Departments and Inventory Control Departments in regions
and governorates shall enforce the provisions on MOH'’s establishments. Such
establishment shall be supervised by the General Department of Medical
Supplies at MOH in region or governorate.

Competent authorities previously referred to in Paragraph (1) of this Article
shall form inspection committees of at least three criminal investigation
officials concerned with enforcing the provisions of the Law of Combating
Narcotic drugs and Psychotropic Substances, its Implementing Regulations
and these procedures and controls. Such committees shall be formed with the
purpose of ensuring the compliance of establishments with the provisions of
the Law of Combating Narcotic drugs and Psychotropic Substances, its

implementing regulations and these procedures and controls.

Page 185 of 186

0935kl 4311 Aalall 8,15¥1g olall cpsgarld Aaladl BylsY1 pazies .
Al L) s ) ladll e 8631 datly Zoeiall 8yl 390
Az ll 5yl 390

Jgaily cnlladlaelly Glalill mall Ogiadl Y 8ls) patis
Aoeall Byl 39 (o Buas Ll Aalidl mladll e 21

Uil ozl adle chisly @l gusadl Slhls] s
Leall 3)l5e) Al cladll e A dpais colladlelly
9 Aakailly Al 81 39y qladl (garld Aaladl Byl 0¥ Lole (8,439
Aaslxll

sda (e (1) oy 8,880 § Gaslae L) HLadl Buansll culezdl pgas
o sbiacl M oo Lebael Jay ¥ Giamas ol JSCAL (Sall
pllas a1 i § Sl bgall Lo o cuddl Guazxldl
sday Ldeaidll =Yy Adaall clyislly oluxll d=slKs
plla al8sY cladll gabs oo aSTU cylgally olel 2
sday Adgannll axmsYy ddaall olyislly ohusll d=slKe
Laslgally elel oYl



Article (24): 10 9 ydiadl Anyl LI 3L
NDS User Manual attached herein, and its amendments shall be an integral part 38,11 8,0l EL_@;SU SIASTY allasdly Lol auseiudl dds way
thereof. Lo Tt ¥ ¢ 5o ddliady cdaylgatly cule) ¥ sl

Article (25): 10 9ydiatl g dualiedl 3oL
These procedures and controls shall cancel all ministerial decisions and provisions &l 39 <b)l,8 (e Las (aslas Lo S Llgually lel oW s (4l
that contradict them. AP
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In the event of any conflict between Arabic and English versions, the Arabic version shall prevail.
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