Honatok 1
1o Tlopsaaky ceptudikartii skocTi

JIKapChbKUX 3aC001B ISl MIKHAPOIHOT
TOPTIBJII Ta MIATBEPKEHHS JJIsI

AKTUBHHUX

dbapMaleBTUYHUX 1HTPEIIEHTIB,

III0 EKCIOPTYIOTHCS

(a03ar1 mepmmii myHKTY 7 po3aity )

Ne cepTudikara:

Kpaina-excnoprep:

Kpaina-imnoprep / kpainu-iMmnoprepu:

CepTugikar
JiKapcbKoro 3acody?

Leii cepmugpixam eionosioac popmamy, peKomMeHO08aHOMY
Bcecsimnvoro opeanizayicio oxopornu 300pos’s (BOO3)

1. Ha3ga Ta jikapcbka (popma j1ikapchKoro 3aco0y:

1.1. Toproa Ha3Ba JIiKapchKOro 3aco0y B KpaiHi-iMmoprepi?:

1.2. MixnaponHa HemrareHTOBaHa Ha3zea (MHH):

1.3. AxtuBnuii(i) inrpeaient(u)® Ta iX KibKICTh HA OJMHUIIIO J03yBaHHS":

[ToBHUIA CKIIaJ, BKIFOYAIOYH JOIOMDKHI PEY4OBHHHM®;

1.4. Un wmae wned Jikapcbkuid 3acid peecTpaliifHe TOCBiAYCHHS

: 8 . 6 Tax [ Hi[O
JUTS PO3MIIIICHHS Ha PUHKY JIJISl BAKOPUCTAHHS HOTO B KpaiHi-ekcrnoprepi®?
1.5. Yu 3MMIACHIOETHCA eaizais JIKaApCHKOrO 3ac00 .
. P P y Tak Hi O
Ha PUHKY KpaiHH-eKcropTepa’?
SIk1o BignoBiib Ha MyHKT 1.4 «Taky», 3al0BHITh PO3/ii 2A Ta pOmycTiTh po3aii 2B.
SIKIIO BiAMOBiAL Ha MYHKT 1.4 «Hi», OPOIYCTITH po3/ia 2A Ta 3an0BHITH po3ia 2B’
Po3znin 2A Po3nin 2B
2.A.1. Homep peectpariiiiHoro 2.B.1. 3asBHuk ceprudikara
nocBirueHHs® Ha TiKapChKUi (HaliMeHyBaHHS
3aci0 Ta gara BAJAYi: Ta MiCIIE3HAXOKCHHS ):
2.A.2. BnacHuk 2.B.2. Craryc 3asBHuUKa! ald bO | cO
peeCTpaIiitHoro moCBiT4CHHS (TIOsSICHEHHST JTsL BiIIOB1IHOT
Ha JIiKapChKUH 3aci0 KaTeropii 3a3HaYeHO dOd ed | fO
(HaiiMeHyBaHHS B TIpUMITII 9)
Ta MiCLE3HAXO/HKEHHS): g hO

HalMEHYBaHHS Ta Miclie/s
MIPOBAJKEHHS JisUTbHOCTI,

2.A.3. Cratyc BjIacHHKa ald b O cO |2.B.2.1. ns kareropiii
peectpariitHoro b,c.,d, e fgnh
nocBigueHHs’: (MOSCHEHHS dOd e ™ fO

IUIs BiATIOBiAHOT KaTeropii

3a3Ha4€HO B IPUMITI 9) gO hO BUPOOHMKA JIIKAPCHKOTO
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3aco0y'’:
2.A.3.1. s xkaTeropiit 2.B.3. 3 saxoi npuauHu
b,c.,d e fgnh BIJICYTHE peecTparliiine
HalilMeHyBaHHS Ta MicIe/s MOCBITUEHHS?
MPOBAJKCHHS JisUIbHOCTI, (He BUMaraerncs /
BHPOOHHMKA JTIKAPCHKOTO HE 3BepTaIuCs/ Ha PO3TIIAML /
3aco0y'’: BiIMOBJIEHO)
2.A.4. Yu HaslaHE MIOTOIKEHE Tax O HiO 2.B.4. IIpumitku®;
TexHiuHe pesrome!l?
2.A.5. Yu € Hayjana Tax [ Hi [ He nagano [
1H(OpMaIris Mpo JIKapChLKHA
3aci0 MOBHOIO Ta BI/IOBiIaE
Tinensiit??
2.A.6. 3asBHUK cepTHudikaTa,
SIKIIIO BIH HE € BIIACHUKOM
PEECTPaIiTHOTO TTOCBITYEeHHS
(HaliMeHyBaHHS
Ta MiCHE3HAXOKEHHs )
2.A.7. BeOnocrianHs Ha iHQOPMAIIIFO PO peecTpariiHe
MOCBITYEHHSI JIIKapChKOTo 3ac00y (3a HASTBHOCTI)
3. Uu opranizoBye ceprudikaniiiHuii oprad nepioguyHi nepeBipku Taxk O | Hi O He notpi6ro OJ

(iHCTIEKTYBaHHSI) MiANPUEMCTBA — BUPOOHMKA JIIKAPCHKOTO 3ac00y°?

(SIkmro Hi, IepedTH 10 MyHKTY 4)

3.1. YactoTa npoBeicHHS IEPIOMYHHIX MEePEBipoK (1HCMEKIIii):

3.2. Yu nepeBipsuoch (iHCTIEKTYBaI0Ch) BAPOOHHUIITBO [ILOT'O BUILY Tax O HiO
nikapcbkoi hopmu?

3.3. Uu BimoBiIatoTh OCHAIIICHHS Ta MPOIIECH BUMOTaM HaJIeKHOT Taxk O | Hi OO He notpi6uo®® O
BUpoOHN40i mpaktuku (GMP), npuitHaTiM B YKpaiHi, SIKi BpaxOBYIOTb
pexomernoBani Bumoru GMP BOO316?

4. Yu 3a10BOJIbHSE HAIaHA 3asBHUKOM iH(OpMAaIlis OpraH, 1110 BUaB Tax O Hi OO
ceprudikaT, 32 BciMa acleKTaMu BUPOOHHITBA IPOLYKIIiit’:

SIKIIT0 Hi, MOSICHHUTH:

Bynp-axi oOmMexxeHHs a00 MOSICHEHHS, 10 MAlOTh BiTHOMIEHHS JIO IIEOTO
ceprudikara:

CeprudikaT nignucanui

(mocaja KepiBHHKA YKpaiHCHKOTO (hapMalieBTHYHOTO (Bnacue im’st Ta [TPI3BUIIIE)
areHTCTBa)

HUISIXOM HaKJIaJeHHs KBalipiKOBaHOTO €JIEKTPOHHOrO MiANKCY KepiBHUKA Y KPaiHCHKOTO (papMaleBTHYHOTO areHTCTBa
Ta KBaJTi(hiKOBAHOT €JIEKTPOHHOT IMeYaTku YKpaiHChKOTro (papMalieBTHYHOTO areHTCTBA.

UB
YkpaiHnceke (hapmarieBTHIHE areHTCTBO
QR-kon, peectpauiitnuii HOMep, 1aTa peecTparii,
MPi3BHIIE Ta iHIMiaTH MiANMACYBaYa, PEKBI3UTH MiANMKACyBaYa



3 [IponoBxenHus nogatka 1

Ceprudikar Ne

IMosicHeHHsI 10 3anOBHeHHA cepTudikaTa

1. leit ceptudikar, popma sxoro pexomennoBana BOQO3, BCTaHOBIIOE CTAaTyC JIIKapChKOTO 3aco0y i 3asBHUKA
B KpaiHi-ekcriopTepi. BiH npu3HaueHui TiNbKH U1 OXHOTO JIKapChKOT0 3ac00y, OCKUTBKH AJIS Pi3HUX JIKapPChKUX GopM
1 pi3HOi cui Aii yMOBH BUPOOHHIITBA Ta MOTOKEHA 1H(GOPMAIIiT MOKYTh OyTH Pi3HIMH.

2. 3rigHo 3 iHpopMaIli€r0, 3a3HaUEHO0 Y 3asBi PO BUAa4y cepTudikara JIiKapchKOTo 3aco0y.

3. baxkxaHo BUKOPUCTOBYBaTH MikKHapoaHiI HeraTeHToBaHi Ha3Bu (MHH) abo HamioHallbHI HEMATEeHTOBaHI HA3BH.

4. lomaetbes meperik 1 KUTBKICTh TII0YMX PEeYOBHH, a TAKOXK MEPEeNiK 1HIINX IHTPEMI€HTIB, SIKi BXOISATH O CKIaay
TOTOBOI JIIKapCHKOi (hopMHU.

5. leranpHa iH(OpMamis Tpo KUTBKICHWHA cKiTaj € 0akaHolo, aie BOHA Mae€ OyTH TIOTO/PKEHa 3 BIIACHUKOM
peecTpaiitHoro mocBiTYeHHs.

6. 3a moTpedH J0aTKOBO HABEMITh TOAPOOHUIII PI3HUX OOMEKEHB 3 MTPOJIAXKYy, PO3MOBCIOKEHHS a00 3aCTOCYBaHHS
JKapChKOTro 3ac00y, YKa3aHOTO B PEECTPALliiHOMY 1OCKE.

7. Pozminu 2A 1 2B BUKIIIOYAIOTh OZMH OHOTO.

8. 3a moTpebu 3a3HauTE, IO peECTpalliiiHe TOCBITUYCHHS TUMYAcOBE 200 3HAXOIUTHCS HA PO3TIISIII.

9. 3a3Haure xapakTep IisIBHOCTI, KA 3IHCHIOETHCS 0CO0010, BIIMOBIIATBLHOO 32 PO3MILIEHHS JiKapChKOro 3aco0y
Ha PUHKY:

a) BUPOOHHUITBO BCIX CTaIill TOTOBOTO JIIKAPCHKOTO 3aC00Y;

b) BUpoOHUIITBO He(haCOBAHOTO TOTOBOT'O JIIKAPCHKOTO 3aC00Y;
¢) BUPOOHHUIITBO PO3YMHHHKIB Ta PO3PiIKyBadiB;

d) KOHTpOIIb SIKOCTI TOTOBOTO JIKAPCHKOTO 3aCO0Y;

€) BUITYCK Cepiii TOTOBOTO JIKapChKOro 3aco0y;

f) mepBUHHA ymakoBKa JiKapcbKoi (hopMu;

g) BTOpMHHA YIIaKOBKA JIIKAPCHKOTO 3aC00Y;

h) iHIe (3a3HAYUTH Ta TIEPETIYHUTH).

10. s indopmariss Mmoxke OyTH HamaHa TUTBKM 3a 3rOZ0I0 BIIACHWKA PEECTpAIlifHOTO TOCBiq4eHHsS abo y pasi
BIZICYTHOCTI 3apeecTpOBaHHMX JIKapChKUX 3aco0iB 3asBHHMKA. He3amoBHEHWI pO3Iin BKasye, IO 3aiHTepecoBaHa
CTOpPOHA HE MOTOMWIIACA Ha BKIFOUeHHS i€l iHdopMmarii. Crig 3a3HavuTH, 10 iH(POPMAaIliS Tpo Miclle BUPOOHUIITBA
€ YaCTUHOIO JIilleH3ii. SKo Miciie BAPOOHMIITBA 3MIHWIIOCS, JIILIEH31s1 Mae OyTH OHOBIIeHa a00 BOHA OiJblIe HE AilicHA.

11. [le mocutaHHS Ha TEXHIYHE PE3IOME, SIKE € CKIIAJ0BOI0 YaCTHHO CepTU(DIKAIIIHOTO TOCHE.

12. lle HanexxuTh 10 iHPOpMAIii MPO MPOAYKT, 3aTBEP/KEHUI KOMIIETEHTHUM HAIllOHAJIbHAM PEryJIsiTOPHUM
opraHom, Takoi sik KopoTka xapakTepucTHKa MpoayKTy.

13. Y TakoMy pa3si BiJ BiaCHMKa PEECTPAIiTHOrO MOCBIMTYCHHS (TOProBoi JIileH3il) Ha JiKapchbKuil 3aci0 (KO
HE BiH € 3a5BHMKOM) BHMAara€Thbcs JO3BUT Ha oTpuMmaHHs cepTtudikara. lleli n03Bin mMae OyTH HajgaHuWil B OpraH
32 BHHUKOM.

14. BkaxiTh IpUUMHY, 3 K0T 3asBHUK HE 3pOOMB 3aIUT HA PEECTPAIIIIO:

a) mikapchkuil 3aci®0 OyB po3pOOJIEHWI BHKIIFOYHO JUIA JIIKYBaHHS CTaHiB, 30KpeMa TPOIYHHX 3aXBOPIOBaHb,
HECHJIEMIYHHX U KpaiHH-eKCIopTepa;

b) mikapcekuii 3acid OyB nepeTBOpEHUit 3 TOUKH 30py MiABUINEHHS HOTro CTa0iIbHOCTI B TPOIIIYHUX YMOBAX;

C) JIiKapChKHii 3aci0 OYB MEPETBOPSHMIA JIJIsl BUUIYUCHHS JOMOMDKHUX PEYOBUH, HE JI03BOJICHUX JIJISI BUKOPUCTAHHS
B JTIKQPCHKHX 3ac00ax B KpaiHi-iMIIopTepi;

d) mixapcekwii 3aci6 OyB MepeTBOPEHMIA 1T OTPUMAHHS 1HIIIOT MAKCUMAIILHO JIOITyCTUMO] JTO3H JIiF0U0i PEUOBHHH;

€) 3 iHIo1 MpuYKHH, Oy/Ib JTaCKa, BKAXKITh.

15. «<He motpiOHO» o0O3Hayae, 110 BUPOOHMUTBO BigOyBaeThCsl B IHIIIM KpaiHi, HDK BHOada cepTudikara
Ha JIiKapChKUH 3aci0, 1 mepeBipka MPOBOAUTHCS T €TiJJ0I0 KpaiHu-BUPOOHUKA.

16. Bumoru HaznexHoi Bupoonnuoi npaktuku (GMP), npuitaari B YkpaiHi, mo Bignosigarots Bumoram GMP BOO3
ta GMP €C.

17. Ll yacTHHA 3alOBHIOETHCS, SKIIO BIACHUK PEECTPALiHHOIO MOCBIAYEHHs Ha JiKapchKuil 3acid abo 3asBHUK
BiZIOBiIa€e ctatycy «b», «c», «d», «ew, «H, «g», «h» sk onucano B mpumitii 9. Lle 0coONMMBO BaXIIMBO, SKIIO TPU
BUPOOHUIITBI JIIKAPCHKOTO 3aco0y 3aisgHi 1HO3eMHI (ipMH, SIKi MPALIOIOTh 32 KOHTPAKTOM. Y TaKOMY pa3i 3asBHUK
MOBMHEH HaJlaTH B cepTUdiKaIiifHuii opran iHdopMallito, y sKiii BA3HAYAIOTh YYACHUKIB KOHTPAKTY, BiJIOBIIaIbHUX
32 KOXKHY CTallil0 BHUPOOHHMILTBA TOTOBOIO JIIKAPCHKOTO 3aco0y, Ta BKa3ylOTh CTYMiHb 1XapakTep iHIIMX BHUIB
KOHTPOJIIO, 110 3/IIHCHIOIOTHCS KOXKHUM YYaCHUKOM.
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No. of certificate:

Exporting (certifying country):

Importing (requesting country):

Certificate of a pharmaceutical product?
This certificate conforms to the format recommended by the World Health Organization (WHO)

1. Name and dosage form of the product:

1.1. Trade name of the product in the importing (requesting country)?:

1.2. International Nonproprietary Name (INN)

1.3. Active ingredient(s)® and amount(s) per unit dose*:

For complete composition including excipients, see attached®:

1.4. Is this product licensed to be placed on the market for use

in the exporting country®? Yes No
1.5. Is this product actually on the market in the exporting country? Yes No
If the answer to 1.4 is yes, continue with section 2A and omit section 2B.
If the answer to 1.4 is no, omit section 2A and continue with section 2B’:
Section 2A Section 2B
2.A.1. Number of product 2.B.1. Applicant for certificate
licence® and date of issue: (name and address):
2.A.2. Product licence 2.B.2. Status of applicant: all | bO |c
holder (name and address): (Key in appropriate category O
as defined in footnote 9) dd | ed f
gO | hO |O
2.A.3. Status of product ad | bO | cO |2.B.2.1. For categories b, ¢ ,d, e, f,
licence holder®: (Key in g, h the name and address of the
appropriate category as di | el | fO |manufacturer producing the dosage
defined in note 9) form is:1°
g | hO
2.A.3.1. For categories 2.B.3. Why is marketing
b,c,d, e fgh authorization lacking?
the name and address of the (not required / not requested/
manufacturer producing the under consideration / refused)
dosage form is'?:
2.A.4. Is a summary basis | Yes O No O |2.B.4. Remarks:
for approval appended**?
2.A.5. Is the attached, Yes [J No [ Not provided [

officially approved product
information complete and
consonant with

the licence!??
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2.A.6. Applicant for
certificate,

if different from licence
holder (name and
address)®3:

2.A.7.Web-link to the product marketing
authorization information (if available)

3. Does the certifying authority arrange for periodic Yes O No [ Not applicable
inspection of the manufacturing plant in which the dosage O

form is produced*®?

If not or not applicable, proceed to question 4.

3.1. Frequency of periodic inspections:

3.2. Has the manufacture of this type of dosage form been Yes [J No [
inspected?

3.3. Do the facilities and operations conform to GMP as Yes O No [ Not applicable®®
recommended by the World Health Organization'6? O

4. Does the information submitted by the applicant satisfy the Yes [J No [
certifying authority on all aspects of the manufacture of the

product?’:

If no, explain:

Any restrictions or clarifying remarks related to the scope
of this certificate:

The certificate is signed by

(the position of head of the Ukrainian (First name Last name)
Pharmaceutical Agency)

by applying the qualified electronic signature of the head of the Ukrainian Pharmaceutical Agency and the
qualified electronic seal of the Ukrainian Pharmaceutical Agency authority.

uuB
Ukrainian Pharmaceutical Agency
QR code, registration number, registration date,
surname and initials of the signatory, signatory details
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Certificate Ne

Explanation for filling out the certificate

1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product
and of the applicant for the certificate in the exporting country. It is for a single product only since manufacturing
arrangements and approved information for different dosage forms and different strengths can vary.

2. According to the information specified in the application form for issuing a certificate of a pharmaceutical product.

3. Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary names.

4. The formula (complete composition) of the dosage form should be given on the certificate or be appended.

5. Details of quantitative composition are preferred but their provision is subject to the agreement of the product-
licence holder.

6. When applicable, append details of any restriction applied to the sale, distribution or administration of the product
that is specified in the product licence.

7. Sections 2A and 2B are mutually exclusive.

8. Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.

9. Specify whether the person responsible for placing the product on the market:

a. manufacturing of all steps of the finished medicinal product;

b. manufacturing the bulk finished product;

c¢. manufacturing of solvent and diluents;

d. quality control of the finished medicinal product;

e. batch release of the finished medicinal product;

. primary packaging of the dosage form;

g. secondary packaging of the product;

h. other(s) (specify and list).

10. This information can only be provided with the consent of the product-licence holder or, in the case of non-
registered products, the applicant. Non-completion of this section indicates that the party concerned has not agreed to
inclusion of this information. It should be noted that information concerning the site of production is part of the product
licence. If the production site is changed, the licence has to be updated or it is no longer valid.

11. This refers to the document, prepared by some national regulatory authorities, that summarizes the technical basis
on which the product has been licensed.

12. This refers to product information approved by the competent national regulatory authority, such as Summary
Product Characteristics (SPC)

13. In this circumstance, permission for issuing the certificate is required from the product-licence holder. This
permission has to be provided to the authority by the applicant.

14. Please indicate the reason that the applicant has provided for not requesting registration.

a. the product has been developed exclusively for the treatment of conditions — particularly tropical diseases — not
endemic in the country of export;

b. the product has been reformulated with a view to improving its stability under tropical conditions;

c. the product has been reformulated to exclude excipients not approved for use in pharmaceutical products in the
country of import;

d. the product has been reformulated to meet a different maximum dosage limit for an active ingredient;

e. any other reason, please specify.

15. Not applicable means the manufacture is taking place in a country other than that issuing the product certificate
and inspection is conducted under the aegis of the country of manufacture.

16. The requirements of good manufacturing practice (GMP) adopted in Ukraine and equivalent to the requirement
of WHO GMP and GMP in the EU.

17. This section is to be completed when the product-licence holder or applicant conforms to status (b), (c), (d), (e),
(M), (g), (h) as described in note 9 above. It is of particular importance when foreign contractors are involved in the
manufacture of the product. In these circumstances the applicant should supply the certifying authority with information
to identify the contracting parties responsible for each stage of manufacture of the finished dosage form, and the extent
and nature of any controls exercised over each of these parties.

—h



