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Attachment of the Contract
between the Ministry of Labour, Health and Social Affairs of Georgia and
RUP “BELPHARMATSIYA” on donation of pharmaceutical product
envisaged under the Memorandum of Understanding between the overnment of the Republic of
Belarus and the Government of Georgia dated ¢ 575 2017

Drug Safety Definitions

Abuse: Persistent or sporadic intentional excessive use of a Medicinal Product by a patient or Clinical Trial
subject.

Adverse Event (“AE”): Any untoward medical occurrence in a patient or clinical investigation subject
administered a medicinal product and which does not necessarily have to have a causal relationship with this
treatment. An Adverse Event (AE) can therefore be any unfavourable and/or unintended sign (including an
abnormal laboratory finding, for example), symptom, or disease temporally associated with the use of a medicinal
product, whether or not considered related to the medicinal product. AEs may also include pre- or post-treatment
complications that occur as a result of protocol mandated procedures, lack of efficacy, Overdose or drug
Abuse/Misuse reports. Pre-existing events that increase in severity or change in nature during or as a consequence
of participation in the clinical study shall also be considered AEs.

Adverse Reaction (““AR”): An untoward medical occurrence (unintended or noxious responses) considered
causally related to an investigational or authorized medicinal product at any dose administered. Adverse
Reactions may arise from Medication Errors, uses outside what is foreseen in the protocol or prescribing
information (off-label use), Misuse and Abuse of the product, Overdose or Occupational Exposure where
applicable.

Lack of Effect Report: A report of a situation where there is apparent failure of the medicinal product or medical
technology to bring about the intended beneficial effect on individuals in a defined population with a given
medical problem, under ideal conditions of use. NOTE: Lack of Effect reports from Clinical Studies refer to
situations where the product is administered within the authorized indication and use.

Medication Error: Any unintentional error in the prescribing, dispensing or administration of a medicinal
product while the medication is in the control of a healthcare professional, patient or consumer.

Misuse: Use of a medicinal product that is intentional and inappropriate and not in accordance with its authorized
product information.

Occupational Exposure: Exposure to a medicinal product as a result of one’s professional or non-professional
occupation.

Off-label Use: Where a medicinal product is intentionally prescribed by a Health Care Professional for a medical
purpose not in accordance with the authorized product information with respect to indication, dose or patient
population (e.g. the elderly). NOTE: Off- Label Use will not apply in Clinical Studies.

Overdose: Administration of a quantity of a medicinal product given per administration or cumulatively which is
above the maximum recommended dose as per the protocol or in the product labelling. The Parties agree that in
the course of conducting a clinical study, the terms of the clinical study protocol (as fully approved by all
applicable bodies) overrides the local product labelling.

Pregnancy Reports: Reports of pregnancy following maternal or paternal exposure to the product.

Product Complaints: Complaints arising from potential deviations in the manufacture, packaging or distribution
of the medicinal product.



Serious Adverse Event (“SAE”) / Serious Adverse Reaction (“SAR”): An event or any untoward medical
occurrence that at any dose either:

a)
b)

c)
e)

Results in death; or
Is life-threatening

NOTE: The term “life-threatening” in the definition of “serious™ refers to an event in which the patient
was at risk of death at the time of the event; it does not refer to an event which hypothetically mi ght have
caused death if it were more severe; or

Requires in-patient hospitalisation or prolongation of existing hospitalisation; or
Results in persistent or significant disability/incapacity; or

Results in a congenital anomaly/birth defect; or

Results in a medically important event or reaction.

NOTE: medically important event: AEs requiring medical and scientific judgment to determine if
expedited reporting is appropriate. Such events may not be immediately life-threatening or result in death
or hospitalisation but may jeopardise the patient or may require intervention to prevent one of the other
outcomes constituting SAEs. Medical and scientific judgement should be exercised in deciding whether
an event is a medically important event. Examples of medically important events include intensive
treatment in an emergency room or at home for allergic bronchospasm; blood dyscrasias or convulsions
that do not result in hospitalisation; or development of drug dependency or drug Abuse. For the
avoidance of doubt, infections resulting from contaminated medicinal product shall be considered a
medically important event and subject to expedited reporting requirements.

Special Situation Reports (“SSR”): One of a) Pregnancy, b) Abuse, ¢) Medication Error, d) Misuse, e) Off-
Label Use, f) Overdose, g) Lack of Effect, h) AEs in infants following exposure from breastfeeding, i) AEs
associated with Product Complaints or arising from Occupational Exposure. For the avoidance of doubt this
applies to all reports including reports in a pediatric or elderly population.

NOTE: This is not an exhaustive list and any safety information should be reported to Gilead’s Drug Safety
Public Health (DSPH).

Please complete as many details as possible and forward within one business day to:

Program Details

Form Completed By Name of Program:

Print Name:
Signature:

Telephone Number:

Fax No/Email:

Name of Organisation:

Date aware of Safety Information:

Country of Occurrence of Safety Information

Patient Details

DOB:

Drug Details (Provide addtonal dugsonaseparatepage)

(or year of birth): Sex: Male Female Initials: Age:

(DDMON/YYYY) (DD/MON/YYYY)

Lot/Batch No | Reason For Taking Stop Date (or On-going) Start Date Route Dose Drug Name

|




—

Safety Information Details: Please provide a short summa
hospitalization, overdose, misuse, abuse, medication error,
exposure from breastfeeding). Please include the start and
given to treat the event(s), any relevant medical history and

stop dates and the outcome of

ry of the adverse event(s) (AE)
lack of effect, off-label use, occupational expos

for reports of death include the date of d

or other safety information (e.g. reports such as pregnancy, death,

uct complaints or AEs in an infant following

Il ongoing. Please also provide any treatment
ecessary.

ure, AEs associated with prod
the event(s) or confirm it the event(s).is/are sti
leath ~ continug on another page if n

previously been reported to a Regulatory
No

Has this safety information
Authority? Yes

Does the Reporter consider that the event(
drug? Yes No

s) were possibly related to the

/E{_epprtgr Details (i.é.,_\)th notified you of the above safety information?)

Is the Reporter a: Doctor Nurse Pharmacist
If the Reporter is a Healthcare Professional (HCP) and they are willin

Non-healthcare professional (e.g. patient, relative)*
g to provide us with their contact information, please record below

*If the Reporter is a Non-healthcare professional, please confirm if th

ey are willing to provide contact information for their HCP:

Yes (Please record HCP details below) No
HCP Address HCP Name:
First Line:
HCP Telephone No/FAX No:
Town/City:
HCP Email;
County/State:

Postcode/Zip code:

]

Please be aware that information
with applicable laws and regulati
by MoLHSA in accordance with applica

ons. By providing us with information you

provided to the Ministry of Labour, Health and Soci

ble data protection laws and the MoLHSA privacy

al Affairs of Georgia(MoLHSA ) relating to you, may be used to comply
g to the control and processing of this personal or sensitive data
policy.

are consentin



Contract
between the Ministry of Labour, Health and Social Affairs of Georgia and
RUE “BELPHARMATSIYA” of the Republic of Belarus on donation of pharmaceutical
product envisaged under the Memorandum of Understanding between the Government of
Georgia and the Government of the Republic of Belarus

On the one side, Georgia represented by the Ministry of Labour, Health and Social Affairs of
Georgia (David Sergeenko) and on the other side, Republic of Belarus, represented by the

RUE “BELPHARMATSIYA” (Viachaslau Hnitsiy), hereinafter referred to as “the Parties”,
have concluded this Contract on the following:

Article 1. Purpose of the Contract

1.1 The purpose of the Contract is donation of 1500 units of pharmaceutical product
“Sovaldi” (Sofosbuvir) 400 mg. Ne28 to the Republic of Belarus free of charge in accordance
with regulations and conditions set forth in this Contract and within the framework of the
Memorandum of Understanding (hereinafter referred to as “Memorandum”) between the
Government of Georgia and the Government of the Republic of Belarus on Donation and
Cooperation concluded on ~V—%§7-—'5—(—‘—, 2017.

1.2 This Contract constitutes an integral part of the Memorandum of Understanding between
the Government of Georgia and the Government of the Republic of Belarus on Donation and
Cooperation concluded on A £-S---, 2017 and the issues related to this Contract are
discussed/resolved in conjunction with the Memorandum.

1.3 The Parties agree and acknowledge that pharmaceutical product “Sovaldi” are not being
provided as an inducement or reward for the purchase, use or recommendation of any
pharmaceutical product manufactured and/or marketed by Gilead Sciences Ireland UC
and/or its affiliates, and/or to promote such products.

Article 2. Rights and Obligations of the Parties

2.1. Georgia:

2.1.1. Is duly authorized to sign this Contract.

2.1.2. Ensures donation of 1500 units of pharmaceutical product “Sovaldi” (Sofosbuvir) 400
mg. N°28 (hereinafter referred to as “drug”), manufactured by Gilead Sciences Ireland UC,



with an unexpired shelf life until September 2017 to the Republic of Belarus free of charge,
also provides drug’s quality certified document.

2.1.3. Will support to settle formalities in the territory of Georgia regarding transportation
and acceptance of the drug.

2.1.4. Is authorized to demand from the Republic of Belarus to ensure traceability of drug,
also upon request of drug manufacturer will demand to ensure drug recall procedures from
the market.

2.1.5 Will actively cooperate with competent government agencies of the Republic of Belarus
in order to achieve objectives set forth in this Contract and Memorandum.

2.2 The Republic of Belarus:
2.2.1. Is duly authorized to sign this Contract.

2.2.2. Will ensure acceptance of drugs and its safe transportation to the Republic of Belarus
within 10 calendar days, but no later than May 20, 2017, after signing the Contract by both
Parties.

2.2.3. Shall not have any claim to the Government of Georgia and manufacturer of drugs
(Gilead Sciences Ireland UC) and/or its affiliates that is or might be connected to drugs, its’
use and quality, including any consequential, incidental, special, punitive or indirect
damages in connection with drugs whether foreseeable or not, and whether tort or
negligence.

2.2.4. Will ensure safe transportation and storage of drugs to “the Destination” in the
Republic of Belarus in accordance with the instructions and conditions displayed on the
package of the product including protection of temperature regime; will bear the expenses
for delivery of the product to the destination, including transportation and insurance costs.
Also, is responsible for all other expenses and issues associated with import and distribution
of product within the Republic of Belarus, including all taxes, duties, customs and clearances.
Also, is responsible for maintaining conditions of the product as per instructions set out in
the product labeling while storage and distribution of the drug in the destination country.

2.2.5. Takes responsibility that received drugs will be distributed to only patients infected
with HCV that reside in the Republic of Belarus.

2.2.6. Takes responsibility to ensure that HCV patients will receive the drugs, donated within
this Contract, free of charge.



2.2.7. Takes responsibility to provide Georgian party, particularly Ministry of Labour, Health
and Social Affairs of Georgia with drug safety reports in following manner:

2.2.7.1 Ministry of Labour, Health and Social Affairs should receive submitted monthly drug
safety report in English in accordance with provided special reporting form which includes
all adverse events (“AE”), serious adverse events (“SAE”), and/or Special Situation Reports.
(According to the attachment of the Contract).

2.2.7.2 All employees involved in the program must complete the training on safety of drugs.
Training  certificates should be sent  to Gilead by e-mail to:
standards.&collaborationsDSPH@gilead.com.

2.2.7.3 The representative responsible for submission of drug safety reports should be
appointed promptly within 10 days following the effective date of the Contract by the
Republic of Belarus.

2.2.7.4. Upon request of the Ministry of Labour, Health and Social Affairs of Georgia the
Republic of Belarus will provide Ministry of Labour, Health and Social Affairs of Georgia
with all reasonable assistance in obtaining any further information regarding clinically
approved adverse events, also will provide contact information of the relevant healthcare
representative in order to determine medical confirmation and causes.

2.2.7.5. The Parties agree that the Republic of Belarus will be responsible for accuracy of any
submitted information to Georgia.

2.2.7.6. Ministry of Labour, Health and Social Affairs of Georgia upon expiry or termination
of this Contract will provide a summary of all safety information that will be received from
the Republic of Belarus to Gilead Sciences Ireland UC and/or its affiliates, according to the
confirmed report form.

2.2.8 Is responsible to ensure drug traceability, for which all necessary measures should be
undertaken.

2.2.9 Is responsible upon request of drug manufacturer and/or contracting party to ensure
drug recall from the market of the Republic of Belarus, in accordance with recall procedures.

Article 3. Settlement of Dispute

3.1. Any disagreement that may arise from the interpretation and/or application of this
Contract shall be solved by negotiations and/or consultations between the Parties.



3.2. If the Parties fail to achieve an agreement on the Contract, the dispute will be settled in
accordance with Georgian legislation, by the relevant court of Georgia.

Article 4. Additions and Amendments

4.1. Amendments and/or additions may be introduced to this Contract upon mutual consent
of the Parties, which shall be formed as a separate protocols and such amendments and/or
additions shall be an integral part of this Contract.

Article 5. Entry into Force, Duration and Termination

5.1. This Contract shall come into effect on the date of its signature by both Parties and shall
remain into force until fulfillment of obligations undertaken by the Contract, apart from
exceptions set forth in the paragraph 5.2 of the Contract.

5.2 In case of breach of terms defined by the paragraph 2.2.2 of the Contract, Georgian party
is authorized to terminate this Contract unilaterally on which the other Party will be
notified.

g, A
Signed at —f—@-’——/l—’-’“—, on _%?__C__, 2017 in two originals in Georgian, Russian and
English languages, all texts being equally authentic. In case of any divergence in
interpretation, the English text will prevail.

On behalf of Georgia On behalf of the Republic of Belarus

\




Attachment of the Contract
between the Ministry of Labour, Health and Social Affairs of Georgia and
RUP “BELPHARMATSIYA” on donation of pharmaceutical product
envisaged under the Memorandum of Understanding between the Government of the Republic of
Belarus and the Government of Georgia dated 4/‘/34 572017

Drug Safety Definitions

Abuse: Persistent or sporadic intentional excessive use of a Medicinal Product by a patient or Clinical Trial
subject.

Adverse Event (“AE”): Any untoward medical occurrence in a patient or clinical investigation subject
administered a medicinal product and which does not necessarily have to have a causal relationship with this
treatment. An Adverse Event (AE) can therefore be any unfavourable and/or unintended sign (including an
abnormal laboratory finding, for example), symptom, or disease temporally associated with the use of a medicinal
product, whether or not considered related to the medicinal product. AEs may also include pre- or post-treatment
complications that occur as a result of protocol mandated procedures, lack of efficacy, Overdose or drug
Abuse/Misuse reports. Pre-existing events that increase in severity or change in nature during or as a consequence
of participation in the clinical study shall also be considered AEs.

Adverse Reaction (“AR”): An untoward medical occurrence (unintended or noxious responses) considered
causally related to an investigational or authorized medicinal product at any dose administered. Adverse
Reactions may arise from Medication Errors, uses outside what is foreseen in the protocol or prescribing
information (off-label use), Misuse and Abuse of the product, Overdose or Occupational Exposure where
applicable.

Lack of Effect Report: A report of a situation where there is apparent failure of the medicinal product or medical
technology to bring about the intended beneficial effect on individuals in a defined population with a given
medical problem, under ideal conditions of use. NOTE: Lack of Effect reports from Clinical Studies refer to
situations where the product is administered within the authorized indication and use.

Medication Error: Any unintentional error in the prescribing, dispensing or administration of a medicinal
product while the medication is in the control of a healthcare professional, patient or consumer.

Misuse: Use of a medicinal product that is intentional and inappropriate and not in accordance with its authorized
product information.

Occupational Exposure: Exposure to a medicinal product as a result of one’s professional or non-professional
occupation.

Off-label Use: Where a medicinal product is intentionally prescribed by a Health Care Professional for a medical
purpose not in accordance with the authorized product information with respect to indication, dose or patient
population (e.g. the elderly). NOTE: Off- Label Use will not apply in Clinical Studies.

Overdose: Administration of a quantity of a medicinal product given per administration or cumulatively which is
above the maximum recommended dose as per the protocol or in the product labelling. The Parties agree that in
the course of conducting a clinical study, the terms of the clinical study protocol (as fully approved by all
applicable bodies) overrides the local product labelling.

Pregnancy Reports: Reports of pregnancy following maternal or paternal exposure to the product.

Product Complaints: Complaints arising from potential deviations in the manufacture, packaging or distribution
of the medicinal product.



Serious Adverse Event (“SAE”) / Serious Adverse Reaction (“SAR): An event or any untoward medical
occurrence that at any dose either:

a) Results in death; or
b) Is life-threatening

NOTE: The term “life-threatening” in the definition of “serious” refers to an event in which the patient
was at risk of death at the time of the event; it does not refer to an event which hypothetically might have
caused death if it were more severe; or

¢) Requires in-patient hospitalisation or prolongation of existing hospitalisation; or
d) Results in persistent or significant disability/incapacity; or

€) Results in a congenital anomaly/birth defect; or

f) Results in a medically important event or reaction.

NOTE: medically important event: AEs requiring medical and scientific judgment to determine if
expedited reporting is appropriate. Such events may not be immediately life-threatening or result in death
or hospitalisation but may jeopardise the patient or may require intervention to prevent one of the other
outcomes constituting SAEs. Medical and scientific Judgement should be exercised in deciding whether
an event is a medically important event. Examples of medically important events include intensive
treatment in an emergency room or at home for allergic bronchospasm; blood dyscrasias or convulsions
that do not result in hospitalisation; or development of drug dependency or drug Abuse. For the
avoidance of doubt, infections resulting from contaminated medicinal product shall be considered a
medically important event and subject to expedited reporting requirements.

Special Situation Reports (“SSR”): One of a) Pregnancy, b) Abuse, c) Medication Error, d) Misuse, e) Off-
Label Use, f) Overdose, g) Lack of Effect, h) AEs in infants following exposure from breastfeeding, i) AEs
associated with Product Complaints or arising from Occupational Exposure. For the avoidance of doubt this
applies to all reports including reports in a pediatric or elderly population.

NOTE: This is not an exhaustive list and any safety information should be reported to Gileads Drug Safety
Public Health (DSPH).

Please complete as many details as possible and forward within one business day to:

Program Details

Form Completed By Name of Program:

Print Name:
Name of Organisation:

Signature:

Date aware of Safety Information:
Telephone Number:

Country of Occurrence of Safety Information
Fax No/Email:

e .

Patient Details

DOB: (or year of birth

) ' Sex: Male Female Initials: Age:

Drug Details (Provce addtoral dugs ona separe page

Lot/Batch No Reason For Taking , Stop (gg},ﬁo(m?m"g) (D%E%Nm) Route Dose Drug Name




Safety Information Details: Please provide a short summary of the adverse event(s) (AE) or other safety information (e.g. reports such as pregnancy, death,
hospitalization, overdose, misuse, abuse, medication error, lack of effect, off-label use, occupational exposure, AEs associated with product complaints or AEs in an infant following
exposure from breastfeeding). Please include the start and stop dates and the outcome of the event(s) or confirm if the event(s) is/are still ongoing. Please also provide any treatment
given to treat the event(s), any relevant medical history and for reports of death include the date of death — continue on another page if necessary.

Has this safety information previously been reported to a Regulatory Does the Reporter consider that the event(s) were possibly related to the
Authority? Yes No drug? Yes No

Reporter Detalls (i.e. who notified you o he above safety information?)

Is the Reporter a: Doctor Nurse Pharmacist Non- healthcare professional (e.g. patient, relative)*
If the Reporter is a Healthcare Professional (HCP) and they are willing to provide us with their contact information, please record below

“If the Reporter is a Non-healthcare professional, please confirm if they are willing to provide contact information for their HCP:
Yes (Please record HCP details below) No

HCP Address HCP Name:
First Line:
HCP Telephone No/FAX No:
Town/City:
HCP Email:
County/State:
Postcode/Zip code:

Please be aware that information provided to the Ministry of Labour, Health and Social Affairs of Georgia(MoLHSA) relating to you, may be used to comply
with applicable laws and regulations. By providing us with information you are consenting to the control and processing of this personal or sensitive data
by MoLHSA in accordance with applicable data protection laws and the MoLHSA privacy policy.




Cornamenne
Mesxay Munucrepersom TpyAa, 3ApaBOOXpPAHEHMS H COLHATBLHOM 3aIHThI I'py3un u PYII
«BEJI®APMAIIMST» Pecnyosiuku Beaapyck o 6e3so3mesnnoii nepenaue
dbapmanesTHyeckoro npenapara, npexycmoTpeHHoro Memopanaymom o
Biaumononumannu mexny Ilpasureascreom I'pysun u IIpasurenscrBom Pecny6iunku
Bbeaapych

C ommoit croponsl, I'pysus, B muie Munucrepcrsa Tpyna, 3[PaBOOXPAHEHUS U COLMUATBHOMN
samuTe! I'pysun (JaBun Cepreenko) u ¢ ApYTO# cTopoHbl, PecyGnuka Benapycs, B mane PYTI
«BEJIOAPMAIIUS» (Bstuecnas I” HUTHH), B JabHEHIIEM HMEHyeMble «CTOPOHBI», 3aKITIOUNIH
Cornamenne o HmwkecnenyomeM:

Cratbs 1. Henas Corsamenns

1.1 Iens Cornamenus sakmouaercs B OesBosmesnHol  mepejaue 1500 YIIaKOBOK
JICKapCTBCHHOTO cpencTBa «CoBanbau» (copocOysup) 400 mr. No 28 Pecny6muke Benapycs
B COOTBETCTBUHM C NPABUJIAMH U YCIOBUSIMH, YCTAHOBIECHHBIMH B HacrosmeM Cornamennu
U B paMmkax MeMopaHaymMa O B3aUMONOHHMAHHHK (B naneHeilleM uMeHyemoro
«Memopannym») Mexay IlpaBurtensctBom [ pysun u IlpaButensctBom  PecnyGimku
Benapycs o 6e3B03Me3 110 Hepeaiaye ¥ COTPYAHHYECTBE, 3aAKITIOUeHHOM - 2017 r.

1.2 Hacrosumee Cornamenme  sBisercs HEOTBEMIIEMOH  4acThlo  Memopanayma o
B3aMMONlOHMManuu Mexay [lpaButensctBom I'pysun u IlpaButensctBom Pecriy6mku
Benapycs o 6e3o3mesanoit nepenaye ¥ COTPYAHHUECTBE, 3aKITI0UeHHOM S- 4242 9017 I
1 BOIIPOCHI, CBA3aHHBIC ¢ HacTosAmmM Cormamenuem, 00CYXIaI0TCS/PEIAIOTCS. B TECHOM
IpHUBs3Ke K MeMopanaymy.

1.3 CropoHs! cornamaroTcs u npusHAIOT, YTO tapmaneBTuyeckuit mpenapar «CoBaibIny» He
PENIOCTABIIACTCA B KA4YeCTBE MOOYXICHHS K NPHOOPETEHHIO, HCIIONB3OBAHIIO HIIH
PEKOMCHIaUMK  KaKoro-mubo (apMameBTHIECKOro Ipenapara, IPOU3BOAUMOIO W/HIIU
IpofiaBaeMoro kommanued «Gilead Sciences Ireland UC» wu/umu ee JIOYEPHUMH
NPCAIPUATUSIMHA HW/HIA TIPOABUIKECHUIO TAKUX NpPENapaToB HIIM BO3HATPAXKICHHS 3a
TaKOBEIE.

Cratbs 2. IIpaBa u o6s3aTesibeTBa Cropon

2.1 TI'pysms:

2.1.1. JJoimxHbIM 00pa3’oM yIOJHOMOYEHA MOMIHNCATD Hactosuee CoryaieHue;

2.1.2. obecneynBaer OesBosmesnHy0 mepenauy 1500 YHaKOBOK JIEKapCTBEHHOT'O CpejicTBA
«Cosanbmu» (copocOyBup) 400 mr. N 28, mpoussonumoro kxomnanuei «Gilead Sciences Ireland
UC», (B manbHeimem HMEHYEMOTO  «JIEKapCTBEHHOE CPE/CTBO») Pecmybiuke benapycs ¢
OCTaTOYHBIM CPOKOM TOJHOCTH HE MEHEE YeM 10 centsidps 2017 r., a Taxke mpegocTaBiseT

JAOKYMEHTHI, IIOATBEPXKAAIOIIHE Ka4eCTBO;

2.1.3. IlpemocraBiser mOmIep KKy s Paspellenus QopmanbHoCTelt Ha Tepputopun ['pysun B
OTHOIICHUH NEPEBO3KU M IIPUEMKH JIEKAPCTBEHHOTO CPECTRA:



2.1.4. YnonnomoueHa TpeboBath oT Pecnybnuku benapyck obecrnieueHuss mpocieKuBaeMOCTH
JIEKAPCTBEHHOT'O CPEJICTBA, a TAIOKE, II0 TPeOOBAHUIO TPOU3BOAUTENIS JJEKAPCTBEHHOTO CPEICTRA,
TpeboBaTh OOECIEYEHUsI BBINONHEHUS MHPOLEAYP IO H3BATHIO JIEKAPCTBEHHOTO CPEJCTBA C
PBIHKa;

2.1.5. bynmer axTHBHO COTpYAHH4YaTb C YNOJHOMOUYCHHBIMH TOCYNApCTBEHHBIMU OpraHaMu
Pecnybnuxu benapyce B 1emnsix HoCTHXEHUS 1eNiei, yCTaHOBICHHBIX B HacTosmeM CoraiieHuu
u B Memopanayme.

2.2  Pecnmybauxa benapych
2.2.1. HamnexamuM o6pa3oM yIIoJHOMOYEHa NMOAMUcaTh HacTosee CoraiieHue;

2.2.2. ObGecneydT INPHEMKY JE€KapCTBEHHBIX CPEACTB M HX 0€30MacHYI0 TEPEBO3KY B
Pecny6nuxy benapycs B Teuenme 10 kanmeHmapHbiX OHe# mocne noanucanus Cornamenus
obenmu CtopoHamu, HO He no3anHee 20 mas 2017 r.;

2.2.3. He 6yner npenbsBisTh HUKaKUX npeTeH3uil [IpaButensetBy ['py3un ¥ MpOU3BOIUTENIO
JeKapcTBEHHEIX cpencts (komnanuu «Gilead Sciences Ireland UC») u/unu ee nouyepHum
NPEANPUATHSAM, KOTOPBIE CBSA3aHbl UJIM MOTYT OBITH CBSI3aHBI C JIEKAPCTBEHHBIMH CPEICTBAMH,
UX HUCIOJIB30BAaHHEM M KayeCTBOM, BKJIIOYAs JFOOBIE BTOPHYHBIC, ClydyaiiHble, (akTUYecKHe,
mTpagHble NI KOCBEHHbIE YOBITKH B CBSI3U C IEKAPCTBEHHBIMU CPEJCTBAMM, TIPEIBUAMMBIE HIIH
HET, BOHUKAIOIIUE B pe3yIbTaTe NPaBOHAPYIICHHSI UIIH 10 HEOCTOPOKHOCTH.

2.2.4. ObecnieunT Oe30IacHYIO NEPEeBO3KY U XpaHEHHE JIEKApPCTBEHHBIX CPENCTB K «MecTy
HasHayeHHMs» B Pecnybnuke benmapych B COOTBETCTBHM C YKa3aHMSMH M YCIOBHSIMM,
IpENCTaBIEHHBIM Ha YNAaKOBKE IIpenapara, BKIouyas OOECIEUYEHUE TEMIIEPaTypHOTO PEeXHUMA;
OyZeT HecTH pacxonpl IO JOCTaBKE Iperapara K MECTy Ha3HA4YeHHs, BKJIOYas CTOUMOCTH
NIEPEBO3KU M CTpaxoBaHusA. Kpome TOro, HeceT OTBETCTBEHHOCTDH 3a BCE PACcXOJbl U BOMPOCHI,
CBA3aHHBIE C MMIIODTOM H pPacIpOCTpaHEHMEM IIpenapaTa Ha TeppUTOpUH PecnyOnuku
benapycs, BKiIto4as Bce HaJOTH, COOPHI, TAMOXXEHHBIE ITOUUIHHBI 1 odopmieHue BBo3a. Kpome
TOTO, HECET OTBETCTBEHHOCTh 3a IMOJJCpXKAHHE YCIOBHH B COOTBETCTBHHM C yKa3aHUsSIMH U
YCIIOBHAMM, NIPEACTABIECHHBIM Ha yIIaKOBKE IIpenapara, BO BpeMsl XpaHEHHUs U pacrpoCTpaHeHus
JIEKApCTBEHHOT'O CPEACTBA B CTPaHE Ha3HAYEHUS,

2.2.5. beper Ha cebs OTBETCTBEHHOCTb 3@ TO, YTOOBI MOJyYEHHBIE JEKAPCTBEHHBLIE CPENCTBA
paclpoCTPaHsUIACh MCKIIOYUTEIBHO Cpeld NAlMeHTOB, 3apaxeHHbIX rematutom C  w©
IIPOXKUBAIOINX Ha Tepputopun Pecriybnuku benapycs.

2.2.6. beper Ha cebd OTBETCTBEHHOCTH IO OOECHEYEHMIO OeCIaTHON  Iepenauu
JIEKapCTBEHHBIX CPENCTB, NE€pefiaBaeMbIX O0€3BO3ME3NHO B paMkax Hacrosiero CoriameHus,
NalMeHTaM, 3apaXXeHHbIM renatutoM C;

2.2.7. bepet Ha ce0st OTBETCTBEHHOCTS 1O MPEAOCTABICHAIO | py3HHCKOM CTOPOHE, B YaCTHOCTH
MuHHCTEPCTBY TpyAa, 3APABOOXPAHEHUS M COLHAIBHOM 3aluThl [ py3uH, OTYETOB 110
6€30I1aCHOCTH JIEKAPCTBEHHOTIO CPENICTBA B CICIYOIIEM MOPSIIKE:

2.2.7.1 MMHHCTEPCTBO TpyJa, 3APAaBOOXPAHEHUS M COLNMATBHOM 3aIUThl [ Py3WH IOIDKHO
€XEMECSIYHO IIOJydaTh OTYETHl IO OEe30MacHOCTH JIEKAPCTBEHHOTO CPEJICTBA HAa aHTIMHACKOM
A3BIKE B COOTBETCTBHMH C NPENOCTABICHHOM crenuanbHOM GopMOH oTueTa, KOTOpasi BKIIIOUAET
BCce HexenarenbHble siBlieHUs («HSI»), cepbe3nble HexenaTenpHble sBiaeHus («CHS») wim
0T4eTHI 00 0coboii cutyaruu. (B cooTBeTcTBUY ¢ puioxkeHneM K CoramieHuo).



2.2772Bce COTpyIHHKH, BOBICUCHHBIE B HpOrpamMMy, JOJDKHBI NPOHTH oOydeHHe 110
0e30macHOCTH  NleKapCTBEHHBIX CpeacTB. CBHUIETENBCTBA O MPOXOXKICHUM 00yueHus
HE0OXOZMMO HampaBuTh komnanuu «Gilead Sciences Ireland UC» 1o sekTpoHHO#t nourte Ha
anpec: standards.&collaborationsDSPH @ eilead.com.

2.2.77.3 IlpencraBurens, OTBETCTBEHHENH 3a IIPENIOCTaBIIEHUE OTYETOB I10 0OE30IacHOCTH
JICKAapCTBEHHOTO CpEACTBa, HasHavaeTcess Peciybimkoi Benapycs HesamenmuTensHo B Te4eHue
10 nuedt nocne nate! Berymiaenus Cornanenus CHILY.

2.2.74. Ilo 3anpocy Munucrepcrsa TpyZa, 3MpaBOOXPAaHEHUS M COLMAILHOH 3alllUuThbl
I'py3un, Pecny6mmka Benapycs mnpemocraBnsier Munucrepctsy Tpyna, 3NpaBOOXPaHEHUs] U
COLManbHOH 3ammThl I'py3um pasymMHY:O mOMOIIb B NOJyYeHUH JHO00H JONONHUTETBHOMN
MHGOPMAIMK B OTHOIICHUH 3apErUCTPUPOBAHHBIX B KJIMHUYECKOH NPAKTHKE HEXeNaTelbHbIX
ABIECHHH, a TaKXke IIpeJoCTaBIsET KOHTAaKTHYI0 ~ MH(pOPMALMIO  COOTBETCTBYIOIIETO
NIPENCTABUTENS  3NPABOOXPAHEHMS, UTOOBI MONYYMTh MEIUIIHHCKOE NOATBEPXKIEHUE U
ONPEAENUTh PUYHHEIL

2.2.75., CropoHs! cornamarorcs, 4To Pecniybnuka Benapych HeceT oTBeTCTBEeHHOCTL 32
TOYHOCTB JIF000H MH(pOPMAIKH, IPEXOCTABIIEMOH I'py3un.

2.2.7.6. Munucrepeteo Tpyna, 3ApaBOOXPAHCHUS U COLMAILHON 3amuThl I pysun 1o
HCTeUCHIH HacTosmero Cornalmenys il IIPA €r0 pacTOPKEHHH, IIPEIOCTABIISIET PE3OME BCeil
MHGOpPMAUK 10 6e30macHOCTH, KOTopas monydeHa oT Pecny6muku Benapych, xomnanmu
«Gilead Sciences Ireland UC» wu/umu ee NOYCPHUM INPEANPHUATHSAM, B COOTBETCTBHUU C
YTBEPXKIEHHOH (hopMoOli oTUeTa.

2.2.8 Hecer OTBETCTBEHHOCTD 3a OOECIICUCHHE IIPOCICXKUBAEMOCTH JIEKADCTBEHHOTO CPENCTBA
AJI H€TO NOJKHBI OBITh NIPEANPHHATE] BCE HEOOXOIMUMBIE MEDEI.

2.2.9 HeceT 0TBETCTBEHHOCTH 3a obecreuenne, 110 3aMpocy MPOM3BOIUTENS JIEKAPCTBEHHOTO
CPEICTBA H/WIIM CTOPOHBI COTJIAINCHWS, M3bSTHS JICKApCTBEHHOTO  CPEJICTBA € pBIHKA
Pecny6nuxu Benapyck B cootBeTcTBHY ¢ TIOPSIIKOM U3BSITHS.

Crarba 3. Paspemenne cnopos
3.1. JlioGble npoTHBOped s, KOTOpBIE MOTYT BOSHUKHYTb B PE3YJIbTaTe UHTEPNPETALIMH U/UIIH
TIPUMCHEHHUS HacTosmero CornauleHus, NOKHBI pa3pelaThes IIyTEM IIEPErOBOPOB H/HIIK

obcyxnenns Mexay CTopoHaMmu.

3.2.  Ecmu CropoHb! He AOCTUTHYT cornacus 10 CornameHuio, crop paccMaTtpuBaercs B
COOTBETCTBHH C 3aKOHONATENBCTBOM [ 'py31uH KOMIIETEHTHEIM CymoM I py3uH.

Cratbs 4. [lonoaHeHus ¥ H3MeHeHMs
4.1.  V3MeHeHus u (MIH) JOTIONHEHHS MOTYyT OBITh BHeceHnsl B Cornamenue IIPH B3aHMIIOM

cormacud CTOpOH, NOKHEI OBITH 0QOpMIIEHBI B BHIE OTHEIbHBIX IIPOTOKOJIOB, U TaKue
U3MEHEHHUS U (UIIH) NOTIONHEHHUS SBISIOTCS HEOThEMIIEMOi] 4acThiO HacTosero Cornamenus.



Cratbs S Beryniienue B cijly, CPOK AeHCTBHUS U NpeKpalieHne

5.1.  Hacrosmee Cornaienue BCTynaeT B CHIIy B IeHb €ro noanucanus odenmu CTopoHamu
U OCTaeTcd B CHJIE IO IOJIHOTO UCIIOJHEHMS 00s3aTeNbCTB, MPUHATHIX B paMKaxX HACTOSIIETO
Cornamenus, KpoMe UCKIIIOYEHUH, TIPEAYCMOTPEHHBIX B yHKTe 5.2. CornaieHus.

5.2. B cnyyae HapymieHHs CpOKOB IIPEyCMOTPEHHHX MyHKTOM 2.2.2 Cornaienus, I py3uHckas
CTOPOHA YIIOJIHOMOYEHA PacTOprHyTh CornameHyue B OJHOCTOPOHHEM TOPSAAKE, O YeM Jpyras
CTOpoHa OyZieT yBeIOMJICHA.

—

Ilognucano B [:_[__:_4./0«(*5 SA‘/I/M 2017 r. B OBYX 9K3eMIUIIpax Ha TPY3UHCKOM, PYCCKOM U
AHTTIMHICKOM S3bIKaX, BCE TEKCTH! SBJISIOTCS ayTeHTUYHBIMH. B ciydyae MHOOBIX pacxXxOkIeHHN B

HUHTEPIPETAlNU NPEUMYIICCTBEHHYIO CHIIY UIMEET TCKCT Ha AHTJIMACKOM S3BIKE.

Ot nmenu I'py3un Ot nmenn Pecnny6bnuxu benapycn

\




Ilpnnoxenune k Coraamenuro
mexny MuHncTepeTBOM Tpyaa, 31paBoOXpAHEHHs M COLHAIbHOI 3amuTel I'py3un u PYII
«BEJI®APMAIIUS» o0 6e3B03Me3aHOI nepenave papManeBTHYECKOro Npenapara,
npexycMoTpeHHOro MeMopaHayMoM 0 B3aHMONOHMMAHHH mexay IlpaBurenncreom
Pecny6amxn Benapyce u Ilpasureancrsom I'py3un or 52017 r.

Onpene.nemm 110 0€30MaCHOCTH JIEKAPCTBEHHOI'0 CpeacTBA

3uoynorpe6aenne: IlocrosiHHOE WM NEPHOZINIECKOE HAMEPEHHOE  3JI0yNnoTpebieHHe
JICKapCTBCHHBIM IPENApaTOM NALMEHTOM MM YYaCTHUKOM KIIMHHYECKOTO HCCTIeI0BAHHS.

Hexenatensno asaenne («HSI»): Jlro6oe HexenaTelsH0e MEIMLIMHCKOE SBJICHUE Yy IMallUeHTa
WM yJaCTHHKA KIMHUYECKOTO HCCIIEN0BAHMS, KOTOPBIA NPHHSI JIEKapCTBEHHBIH Tpenapar,
KOTOpO€ He 00s3aTeIbHO HUMEET NPUYMHHO-CICICTBEHHYIO CBSI3b C JIEYCHHEM IIPENapaToM.
HexenarensHoe sBienue (HA), Takum o6pasom, wMoxer NpPeACTaBisAT, co0oil  moboe
HEIKENATENLHOE H/UIM HETPENYCMOTPEHHOE TIPOSBIICHHE (BKIIOYAs, HANpHUMED, OTKIOHCHHS B
pesynpTatax J1abopaTOPHBIX HCCIENOBAHMIT), CHMITOM HIHX 3a00JIEBaHKE, KOTOPOE BPEMEHHO
CBA3aHO C MCIOJIb30BAHUEM JIEKAPCTBEHHOTO TIPENapaTa, BHE 3aBUCHMOCTH OT TOTO, CYHTAETCSI
74, 9TO TaKOe COCTOSHUE CBSI3aHO C JIEKAPCTBEHHBIM TpenapaTom. HSI MOTYT TakK>Xe BKJIIOUATH
OCJIOXHEHHA N0 MJIM MOCIE JICYCHHS!, KOTOPhIE BO3HUKAIOT B Pe3yJbTaTe CaHKIHOHUPOBAHHBIX
[IPOTOKOJIOM — NpOLEAYp, B CBSA3M C  Hedp(PEKTUBHOCTHIO, NEPENO3ZUPOBKON  MIIU
3J10yNIOTPEOIeHHEM/HEIPaBHIILHEIM  TIPHMEHEHHEM JEKapCTBEHHOI0 cpeacTsa. M3HavanbHO
CYWIECTBYIOIUE  SIBICHHSA, CEPbE3HOCTh KOTOPBIX BO3PACTAET, HIIH XapakTep KOTOPKIX
U3MEHACTCS BO BPEMS WM B DPE3yNbTaTe€ YYacCTHS B KIHHHYECKOM HUCCIIEIOBAHUM, TaKMKe
cuutarorcs H.

Hexenareabpnasn peakuus («HP»): Hexenarensnoe MEAUITHHCKOE SIBJICHHE
(HENPEeIyCMOTPEHHbIE WIIH TOKCHYECKHE pPeaKkuuu), KOTOPOE HMEET IPUYHHHO-CJIEACTBEHHYIO
CBA3b C HCCICNYEMBIM HJIH pPa3spelIeHHBIM JIEKAPCTBEHHbIM npenapaToM B JIIOOOH NPUHATOMH
nose. HexenarenbHele peakimm MOTYT BO3HUKAaTh B pe3yibTaTe€ OMMUOOK NpPUMEHEHUS
JIEKapCTBEHHOIO Npenapara, UCIOIb30BaHMs BHE PaMOK, IPEAYCMOTPEHHBIX B NMPOTOKOJIE HJIN
MHCTPYKIHH 10 NMPUMEHEHUIO Ipenapata (IIpUMEHEHHE «BHE UHCTPYKIMH»), HENPaBHILHOTO
NPUMEHEHHS MITH 3JI0YNIOTPEOIEHUS TPEnapaToM, IICPETIO3UPOBKY HIIH BO3AEHCTBHsI Ha pabouem
MecTe, TIIe MPUMEHUMO.

Coobmenne o mnespdexTuBHocTH: CooObmeHHE O CUTyallid, KOIZa OYE€BHIHO, YTO
JCKapCTBEHHBIN MpenapaT HWIM MEIUIUHCKAS TEXHOIOIHS He NPHHOCAT  0XKHMIAEMOTO
TIONIOXKUTENLHOTO 3 deKTa JIMIAaM ONpeNeNeHHON TIpymmbl ¢ ONPENEIIEHHON MeIUIUHCKOH
NpoONeMOd, NpPH HIACATBHBIX YCIOBHSX HCIIONB30OBAHHS. OBPATUTE BHHUMAHUE:
Coobmennst o HesddekTHBHOCTH B paMKaX KIHMHHUYECKHX HCCICMOBAHUNH OTHOCSTCH K
CHTyallusM, Koria penapaT IPHHAMAIOT B PAMKaX PaspelleHHBIX TOKA3aHUH H HCIIOMb30BAHMS.

Omnbka nNpHMeHeHHs JIEKAPCTBEHHOIO npenapara: Jlio6as HenamepeHnHas omu6ka B
IIpEANNCAHNH, NO3MPOBKE HIIM IIPAEME JIEKAPCTBEHHOTO IIperapara, KOrja JIEKapCTBEHHOE
CPEACTBO MOJ KOHTPOJIeM pabOTHHKA 3/[pABOOXPAHEHHS, TTAIMEHTA MITH notpebuTes.

HenpasnibHoe npumenenne: Vcnons3opanue JIEKapCTBEHHOTO IIpenapaTa, KOTOPOe sBISeTCs
HAMEPEHHBIM M HELENECO00PasHBIM, U HE B COOTBETCTBUHU C Pa3pelleHHOM uHpopmanuei no
JIEKapCTBEHHOMY TIperapary.



BosneiicTeue, cBsizaHHOe ¢ poaoM 3aHsATHII: BosneiicTBue exapCTBEHHOro mperaparta B
pe3yJbTare Ybed-1ub0 MpopeccHoHaTbHON UK Henpo(heCCHOHAIBHOMN e TeNbHOCTH.

Ilpumenenue «BHe WHCTpyknMm»: Korjga —JeKapCTBeHHBIH — IpemapaT — HaMEpeHHO
NPENMUCHIBAETCS PAOOTHHKOM 3PABOOXPAHEHHUS C MEIUIMHCKON LEbIO HE B COOTBETCTBHU C
paspeleHHoi uH(GOopManyed 1o JIeKapCTBEHHOMY IpenapaTry B OTHOIIEHMH €ro IOKa3aHWi,
JI03Bl WM TPYIIIBI TAIMEHTOB (HanpuMmep, noxunsiM nanuedtam). OBPATUTE BHUMAHUE:
IIpuMeHenne «BHE HHCTPYKIUM» HE IPUMEHUMO B KIIMHAYECKHX UCCIIEIOBAHHUSIX.

Ilepenosuposka: IlpueM Takoro KojM4ecTBa JIEKapCTBEHHOTO IpemapaTa, KOTOPOE B OJHH
IPUEM MM B COBOKYIIHOCTH NPEBBIIAET MaKCUMAIBHO PEKOMEHIOBAHHYIO 103y B COOTBETCTBHUH
C TIPOTOKOJIOM HIIM C 3THKETKOW mpemapara. CTOPOHBEI COIJNacoBalid, YTO NpPH MPOBEIEHHH
KIIMHUYECKOTO HCCIIEIOBaHMs yCJIOBUSl IPOTOKOJA KIMHHYECKOTO HCCIENOBAHUS (IIOJTHOCTBIO
0ZJ0OPEHHOT0 BCEMH COOTBETCTBYIOIMMH OPraHaMK) HMEIOT GONBIIYIO CHITY, YeM MH(pOpMALLHs
Ha 3THUKETKE mpernapara.

Coobmenns o Gepemennocrn: CooGluenust 0 GEPEMEHHOCTH NOCHIE BO3AEHCTBUS 1IpelapaTom
Ha MaTh WIH OTIA.

Kano6p1 Ha npenapat: JKanoObl, BO3HHMKAIOIME BBUIY MOTEHIUANLHLIX OTKIOHEHWH MpH
IIPOM3BOJICTBE, YIIAKOBKE MJIH PACIIpOCTPAaHEHUH JEKapCTBEHHOTO Iperapara.

Cepbesnbie Hexenatenbnbie spiaenusi (CHSI)/Cepnesnbie HekenaTelbHbIe peaKIHHU
(CHP): Cnyuaii unu moboe MEIUIIMHCKOE SBIEHHE, KOTOPOE IIpU Moboii no3e Ju6o:

a) IlpuBomut x cMepTH; MO0
b) VYrpoxaer xuzuu

ObPATHTE BHUMAHHE: TepMuH «YTpOXKaeT )KU3HU» B ONPENETEHUN «CEPhE3HBIX» SIBICHH
O3Ha4aeT SBJICHHE, IPH KOTOPOM JXKM3Hb NAlMEHTa HAXOMUTCS MOJ] YTPO30M BO BpEMs SBJICHHSL;
OH HE O3HayaeT SBJICHHE, KOTOPOE THUIIOTETHYECKU MOIJIO OBI BBI3BATH CMEPTh, €CJIM OBI OHO
OB1I0 G0Jiee Cephe3HBIM; JTHOO0

c) Tpebyer rocnuTanu3anuy ManueHTa WM OPOJIEHHS CYHIECTBYIOIIEH TOCITHTAIN3AINY;,
6o

d) IlpuBomut K HenoAiaroencs JIEYSHHUIO WIIN 3HAYUTEJILHON
HMHBAJIMIHOCTH/HETPYAOCIIOCOOHOCTH; 100

e) IlpuBoauT K aHOMaJIHSIM Pa3BUTHS/BPOXKICHHBIM fedeKTaM; 1160

f) TlpuBoaMT K BaXXHOMY C MEAULIMHCKOM TOUKU 3PEHUS ABJIEHMIO HJIH PEaKIHH.

OBPATHTE BHUMAHHE: BaxHoe ¢ MEIMUMHCKON TOUKA 3peHus snenue: HS, tpebyrommee
MEIUIMHCKON U HayYHOM OLEHKH, YTOOBI OIPENENHTH, SBISAETCS M SKCTPEHHAs OTYETHOCTD
npuemnemoii. Takve sBIEHHS MOTYT HE HECTH YIpo3bl XHM3HH Cpa3y jKe UM He TIPUBOIUTH K
CMEPTH MM TOCHHTATH3AINY, HO MOTYT IPENCTABIATh ONACHOCTH JUIS MAlMEHTa WM MOTYT
TpeOOBaTh BMEIIATENHCTBA Ul INIPENOTBPALIEHHS OAHOrO WM Apyroro pesyiabrata CHS.
Menunuunckas 1 HaydHas ONEHKA JOJDKHBI IIPOBOJUTLCS NIPH IMPUHATHH PENIeHHs, SIBISCTCS JIH
SBJICHNE BaXXHBIM C MEIUIMHCKOM TOYKU 3peHHus. [IpuMephl sBIeHu, BaXKHBIX ¢ MEIUIIMHCKOMH
TOYKH 3PEHH, BKIIOYAIOT HHTCHCHBHOE JIEYEHHE B PEaHUMAIUU UIIH JIOMa OT alJIEpTHYECKOTO
OponxeocnasMa; JUCKpasHs KPOBH MM CYAOPOTH, KOTOPHIE HE NMPHBOJAT K TOCIIHTAIH3ALNH,
WA  pPa3BUTHE 3aBHCHMOCTH OT JIEKAPCTBEHHOIO CPEACTBA WJIM  3J10ynoTpebienue
JI€KapCTBEHHBIM Cpe/IcTBOM. Bo u3bexanne HescHOCTH, HHMEKINH, BO3HUKAIONIME B PE3YNIbTATe



3apaX€HHOI 0 JIEKaAPCTBEHHOT' O npenapara, CUUTaOTCd BAXXKHBIM C MEou
SIBJICHHUEM U IIOJJIC)KAT Tp€60BaHI’IHM 3KCTpeHHOI>i OTYETHOCTH.

OUHCKOH TOYKH 3pEHUs

Coobmenns 06 ocoobix cutyanusx (COC): Onna us cinemyomux cuTyauui a) bepemennoctn
b) 3noynorpebnenne c) Ommubxa npuMenenus d) HenpaBunbHoe mnpuMenenue e)
Hcnonb3oBanue «Bue vHCTpYKIMK» f) Tlepenosuposka g) Headdexrusrocts h) HJ cpenu
MIIaICHIEB TOCIe BO3NEHCTBHS 4Yepe3 IpyaHoe MONoko i) HSI, cessaHHbIe c KajobaMu Ha
TIpeTIapaT MIN BOSHUKAIOIIKE B Pe3yJbTaTe BO3NCHCTBHS, CBSI3AHHOIO C POIIOM 3aHsATHH. Bo
M30e)KaHUE HESCHOCTH 3TO OTHOCHTCS KO BCEM COOOLIEHUSAM, BKIIFOYas COOBIIEHUS 110 TETCKHM
TpynnaM U Tpymnnam MOXKHIBIX Mal[HeHTOB.

OBPATHTE BHUMAHHE: DT0oT CHHCOK He SIBIIIETCA  MCYEPNBIBAIOIINAM, U O 1000
MH(bOpMAIHH 10 6e30IACHOCTH HEOOXOIHIMO coobmark B OTaen o6ImecTBeHHOH 6e301acHOCTH

ITpocum BHecTH KaK MOKHO GoabIIE N0APOGHOI MHPOPMALMHE M OTHPABHTH B TEUEHHE OAOL-

JICKapCTBEHHOrO cpescTBa Komnanuu «Gilead» (DSPH).
0
pabouero ans:

Hoapo6uas undopmanus no nporpamMme

DopmMa 3anonHeHa: HasBanue nporpammer:

Wms nevarHbiMu 6ykBamu:

Hasanue opranuzanuy:

Toamuce:

Jlara TIPEOCTABIECHMS uHpopmaunu 1o
Homep tenedona: 6e3onacHocTy:

CTpaHa  BO3HMKHOBEHHS uHpopmaumuu 1o
Homep ¢axca/an. noura Gesonackocry
Honpobnas mudopmanns o nannente
JATA  POXIEHMS: (ron | Iox: Myx 0 Xen o Wuunuans:: BospacT:

0XKIECHHUS)

Honpoduas mudopmanns o nexapersennom CPEACTBE (MpEAOCTaBHTE MHQOPMALIIO 0 JOHONHHTEIBHLI

_JIEKAPCTBEHHEIX CPE/ICTBAX HA OTHEILHOM CTpaHuIe)

Ne IIpuuuna Hara Jara nayana Cnoco6 Ho3a HasBanue
Cepun/naptuu npHema npeKpaueHus (AAMMITIT) | npumeHenus JIEKAPCTBEHHOI 0
(uam B npouecce cpeacrsa
NpUMeHeHHs)
(JOMMITTIT)

IToapo6nas nndopmannst no GezonacHocTH Jexa
PE3IOME M0 HEXeNaTeNbHeIM seienuam (HS) wim IPYTYIO
6EpPEMEHHOCTH, 0 CMEPTH, O TOCTIHTANIM3AIHHY, NIEPEI03UPOBKE,
TPUMEHECHMS, O NPUMEHEHUH «BHE MHCTPYKLHH», O BO3NEHCTB
Ha npenapara v HS cpenn MnazeneB nocie Bo3neicTais
Havala ¥ NpeKpalleHns ¥ pesyNbTaThl sBJIEHHUs (SBICHHUH) U
(onn) nponosmkaercs (MponoKaIOTCs). IIpocum Taxxe npen
MOBYIO COOTBETCTBYIONIYIO MCTOPHIO GONE3HH U B ciydae co
3aNONHATE Ha CIICAYIONIEH CTpaHuIle, eci He06X0AUMO

CTaBUTh MH(OPMALMIO O MO6OM NeYEHUM SBJICHNS (saBy1eHHUI),

PCTBEHHOIO cpeacrBa: Ilpocum npenocrasuts KpaTkoe
MH(pOpMaLHIO 1o 6e30MacHOCTH (Hampumep, coobuienus o
HETIPaBUJILHOM TIPUMEHEHMH, O 3J10yNOTpeBIeHHH, 06 OlHbKe
YH, CBA3aHHOM C POAOM 3aHATHi, HSI, cBs3aHHbIe ¢ sxanobamu
B PE3yJIbTAaTe rPyAHOrO KOPMIEHHUs). [IpOCHM BKIIOUHTD KaThi
1 TIOATBEPANTE NPOAODKEHHE SBICHUS (ABNECHMI), eClH OHO

OOIUCHHS O CMEPTH — BKIIIOYUTH ATy CMEPTH — NpOoJIoJiKaliTe

Coobwanu 11 Hactosuryio MH(popMawmo no 6e3onacHocTy
KOHTpOJIMpYIOIEMy opraHy panee? Jla o Her o

Cunraer 1m  ormpasurens COOOILEHHUS, 4YTO sIBJICHUE
(ABNEHMS) BEpPOSTHO 6bINO (6b1mH)  CB3aHO (CBSI3aHBI) C
JICKApCTBEHHBIM cpenctBoM? Jla o Her o




Hudopmanus 06 ornpaBuTesie COOOMIEHHS (TO €CTh, KTO YBEIOMMI BAC O BBIIIETIPHBEACHHOH HH(POPMALUH 110
6e30macHoCT?)

SBnsercs nu oTnpasutens coobmenus: Joxropom O Mencectpoit 0 (®apmanesTom OHe sBasercs paGoTHHKOM
3paBOOXPaHEHNs (HanpHMep, NalEeHT, pOACTBEHHUK) * O

Ecnu omnpasumens coobwenus sensemcs pabomnukom cgepvr 30pasooxpanenus (PC3) u 2omoe npedocmagums cgoio
KOHMAKMHYI0 UHOPMAYUIo, NPOCUM NPUBECU ee HUICe

*Ecnu omnpaeumens coobujenus He A613emcs pabomHuKkom cghepvi 30pasooxpanens, npocuM noomeepOunts, Ymo O 20mos
npeoocmasume c60l0 KOHMAaxKmuyio ungopmayuto ons ceoux PC3:
Ha o (ITpocuM ykasars noapoGHyio uudopmaunio o PC3 uuxe) Her o

Anpec PC3 Wwms PC3:

IlepBas cTpoka: Howmep tenedona/daxca PC3:
T'opon: Anpec an. nouts PC3:
CrpaHna/mirar:

TlouToBBIH KOI/HHOEKC:

IIpocum yuumwvieams, wmo ungopmayus, npedocmagnsemas Munucmepcmey mpyoa, 30pasooxpanenus u
coyuanvrou 3auumul Ipysuu (MoLHSA), ceszannas ¢ eamu, moxcem 6vimb UCHONL3I08AHA C Yenvio coBMIOOeHUs
Oeticmgylowux 3aKoH06 u nonoxcenui. Ilpedocmaensia Ham ungopmayuio, vl 0aeme cozanacue Ha KOHMpONb U
npopabomxy nuyHou u KoHguoenyuanvroi ungpopmayuu MoLHSA 6 coomeemcmeuu ¢ deticmsyionumu 3aKoHamu o
3auyume OaHHBIX U NOTUMUKOU KOHudenyuanvnocmu MoLHSA.




