3ATBEP/IXKEHO

Haxka3 MinictepcTBa 0XOpOHHU
310pOB'aA YKpaiHu

02 kBiTH 2024 poxy Ne 561

3apeectpoBaHo B MiHICTEpCTBI FOCTHITIT
Ykpainu
17 xBitHs 2024 p. 3a Ne 557/41902

3MiHu
1o poaartkis 10 [opsaky ceprudikaiii AKOCTI JiKaAPpCHKUX 3aC00IB 1JIs1
Mi’KHAPOAHOI TOPTiBJII Ta MiATBEPIKEHHA ISl AKTUBHUX (papManieBTUHUHUX
IHrpei€HTIB, 0 eKCMOPTYKTHCH, 3aTBEPAKEHOr0 Haka3om MiHicTepcTBa
O0XOPOHH 3/10poB’st YKkpainm Bix 25 nmunusa 2022 poky Ne 1310,
3apeectpoBaHoro B MinicrepcTsi roctunii Ykpainu 31 cepnns 2022 poky 3a
Ne 992/38328

1. JongaTok 1 BUKJIACTH B TaKiil pemaKiiii:

«
Honatox 1
1o [Mopsaky cepTudikarii sskocTi
JKapChKUX 3ac001B
JUTSI MI>KHApPOTHOT TOPTiBI1
Ta MM ITBEP/HKEHHS JIJIsl aKTHBHUX
(bapMaleBTUYHHUX 1HTPEIIEHTIB,
10 EKCIIOPTYIOThCS
(mignyHkT 1 myHkTy 7 po3ainy I)

Ne ceprudikara: Kpaina-excnoprep:

Kpaina-imnoprep / kpainu-imnoprepu:

Ceprudikar
JiKapcbKoro 3acody!

L]eii cepmugbixam 6ionosioae ghopmamy, peKoMeHO0BAHOMY
Bceceimnwvoro opeanizayiero oxoponu 300pos’st (BOO3)

1. Ha3ga ta nikapcbka opma JiKapchbKoro 3acooy:

1.1. ToproBenbHa Ha3Ba JIIKAPCHKOT'O 3aCO0Y B KpaiHi-
imMmoprepi?:

1.2. MixnapoaHa HenateHToBaHa HazBa (MHH):




1.3. AxtuBHuiA(i) inrpenient(n)® Ta iX KiTbKicTh Ha OXMHHUIIIO
J03yBaHHS™:

ToBHUil CKIa/, BKIIOYAOUH JI0TIOMIXHI PEUOBHHI":

1.4. Yu Mae 11ieii JikapchbKuid 3aci0 peecTpaliiiiie moCBiTYeHHS

JUISL pO3MILIIEHHS HAa PUHKY JUTI BUKOPHCTAHHS HOTO B KpaiHi- Tax O Hi O
excriopTepi®?
1.5. Yu 371iiCHIOETBCS peai3allis JiKapcbKoro 3aco0 .

A p . P y Tax O Hi O

Ha pUHKY KpaiHM-eKcropTepa?

Sx1ro BiAMOBIAL HA MYyHKT 1.4 «Taky, 3aMOBHITH PO31ia 2A Ta MPOIYCTITh po3/ia 2B.
SIk110 BiIMOBIAL HA MYHKT 1.4 «Hi», IPONyCTiTh po3/ia 2A Ta 3aOBHITH PO3ALI 2B’.

Poznin 2A

Poznin 2B

2.A.1. Homep peecrpartiitHoro
nocBinuenns® Ha JKapChbKUH

2.B.1. 3asBHuK ceprudikara
(HaifiMmeHyBaHHSI Ta

3aci0 Ta JaTa BUaayi: MICIIE3HAXOJIKCHHS )

2.A.2. BiacHuk 2.B.2.Craryc 3asBHHKA: a |b |c

peECTpAIitHOTO MOCBITUEHHS (TosicHeHHS AJ1s1 BiNIOBITHOT o (o (d

Ha JIIKapChKHiA 3aci0 KaTeropii 3a3Ha4eHo B

(HaliMeHyBaHHS Ta npumitii 9)

MICIIE3HAXOJI’KCHH )

2.A.3. Craryc BiacHUKa a |b |[c |2.B.2.1. lng xateropiii bic

peectpauiiiroro noceimuenns’: [ |H (U | pajimenyBanms Ta micue/s

(TosicHeHHS 7151 BIIOBITHOT MIPOBAKEHHS NISUTHHOCTI,

KaTeropii 3a3Ha4eHO B BUPOOHHUKA JTIKapCHKOTO

npumMiTi 9) 3aci6y’’:

2.A.3.1. Ins kareropiii b Ta ¢ 2.B.3. 3 Axoi npuunHU

HallMEHYBaHHS Ta MicIe/s BIJICYTHE peeCTpalliifHe

MIPOBA/IKEHHS JISUTBHOCTI, nocBiueHHs? (He

BHUPOOHHMKA JTIKApCHKOTO BHUMAraeTbcs / He 3BepTanucs/

3aci6y10: Ha PO3TJISAI / BIIMOBIIEHO)

2.A.4. Yu HaaHe MOTroIKeHe Tak | O 2.B.4. Tpumitku'*:

TexHiuHe pesrome’? O

2.A.5. Yu € HamaHa Tax O

1HOopMallis PO JIIKapChbKUit Hi O

3aci0 MOBHOIO Ta BIAIOBIIAE

Tiensiit?? He wamano O

2.A.6. 3asBHUK cepTHdikara,

SIKIIIO BiH HE € BIACHUKOM

peECTpaIiitHOTO MOCBIAYEHHS

(HaliMeHyBaHHS Ta

MiCHeSHaXO}I)KeHHSI)13:

3. Yu oprani3oBye cepTudikaIiitHuil opras nepioanyHi Tax O | Hi O | He notpi6HO
O

nepeBipKu (IHCTIEKTYBaHHS ) TiANPHUEMCTBA - BUPOOHUKA




JKapchKOTo 3ac00y>?

(SIxmo Hi, mepeTH 10 MyHKTY 4)

3.1. Ilepiomu4HICTh IMJIAHOBUX MEPEBIPOK y (POKax):

3.2. Yu iHCIIeKTYBaJIOCh BUPOOHHIITBO I[LOTO BUIY Tax O Hi O
JIiKapchKoi popmMu?

3.3. Yu BiAMOBIJAIOTH OCHAIICHHS Ta MPOLECH BUMOTaM Tak O | Hi O | He notpi6uo®®
HaJIeKHOI O

BupoOHuuoi npaktuku (GMP), npuitaatium B Ykpaii, sKi
BPaXOBYIOTh peKoMeH1oBaHi BuMorn GMP BOO3!6?

4. Yu 3a10BOJIbHSIE Ha/laHa 3assBHUKOM 1H(OpMAIIisi OpraH, Tax O Hi O
10 BUJIaB CEpTUQIKAT, 32 BCIMa aclieKTaMH BUPOOHUIITBA
nponyxuil’”:

SIkio Hi, HOSCHUTH:

Bynb-sxi oOMexkeHHst a00 MOSICHEHHSI, 1[0 MAIOTh
BIJTHOIIIEHHS
710 TIbOTO cepTrdikara:

HaiiMenyBaHHS Ta MICIIE3HAXO/[KCHHSI OpraHy, 10 BUAaB cepTUQIKAT:

Tenedon:

®dakc:

[Tocana, Biacue im’st IIPI3BUILIE BignoBiganbpHOi 0coOu oprany, 10 BUaB cepTU(IKaT:
ITignuc, nata

M. II.

Ceptudikar Ne naTa

IosicHeHHs1 10 3aNI0BHEHHS cepTHiKaTy

1. Ie#t ceptudikaT ycTaHOBIIOE CTATYC JIKApChKOTO 3ac00y 1 3asIBHUKA B KPaiHi-€KCIIOPTEPI.
BiH npu3HaueHuii TUIBKY JIS1 OTHOTO JIIKAPCHKOTO 3aC00Y, OCKUIBKHU JIJIs PI3HUX JIIKAPCHKUX
¢dop™m 1 pi3HOT cuiH 1111 yMOBH BUPOOHHUIITBA Ta MOTO/KeHa 1H(opMallisi MOKYTh OyTH Pi3HUMH.

2. 3rigHo iHopMaIlii, 3a3HaueHoi y 3asBi Mpo BUa4y cepTHdiKaTa JIKapChbKoro 3aco0y.

3. baxxaHo BUKOpHUCTOBYBaTH Mi>kHapo/H1 HenareHToBaHi Ha3Bu (MHH) aGo HamionanbHi
HeNaTeHTOBaH1 Ha3BU.

4. JlogaeThCst MEpETiK 1 KUIBKICTD JIF0UMX PEUOBHH, a TAKOXK MEPEIiK 1HIINX 1HIPETIEHTIB,
SIK1 BXOJISITH JIO CKJIay TOTOBOI JIIKapChKO1 (hOpMH.

5. JleranpHa iH(opMaris mpo KUTbKICHUH CKI1aj € 6akaHolo, ajie BOHA Ma€e OyTH MOToJKeHa
3 BJIACHUKOM PEECTPALIHOTO MMOCBITUEHHS.

6. 3a moTpedu J0JaTKOBO HABEIITh MOIPOOUIII PI3HUX OOMEXEHD 3 MPOIAXKY,
PO3TOBCIOKEHHS
a00 3acToCyBaHHSI JIIKapChKOT0 3aC00Y, YKa3aHOTO B PEECTPALiiiHOMY JIOCKE.

7. Po3ninu 2A 1 2B BUKIIIOYAIOTH OJWH OIHOTO.

8. 3a moTpebdu 3a3HauTe, 110 peecTpalliiHe TOCBITYCHHS TUMYACOBe a00 3HAXOIUTHCS Ha
PO3IIISI L.

9. 3a3HauTe XapakTep MisSUTbHOCTI, sIKa 3IHCHIOETHCSI 0CO00T0, BiAMOBITATBHOIO 32
PO3MIIIIEHHS JIIKAPCHKOTO 3ac00y HA PUHKY:
a) BUPOOHULITBO FOTOBUX JIIKAPCHKHUX (POPM;
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b) makyBauHs Ta/ab0 MapKyBaHHS TOTOBHX JIIKaPCHKUX (GOPM, AKi BUPOOJIsE He3aIeKHa
ipma;
C) HE 3a/isTHE B )KOJTHOMY 3 BHIIIC3a3HAYEHUX BUIIB JiSIILHOCTI.

10. s indopmanis Mmoxxe OyTH HaslaHa TIJABKH 3a 3T0JI0K0 BIACHUKA PEECTPALIITHOTO
MOCBITYEHHS 200 y pa3i BiICYyTHOCTI 3apPEECTPOBAHUX JIIKAPCHKUX 3aC001B 3asIBHUKA.
He3zanoBHeHuii po3ia BKasye, 110 3aiHTEPECOBaHA CTOPOHA HE MOTOANIACS Ha BKIIIOUCHHS
i€l indopmarii. Cijx 3a3Ha4UTH, 1110 1H(GOPMAITIS PO MicIle BUPOOHUIITBA € YACTHHOIO
Jinensii. SIKimo Miciie BUpOOHHUIITBA 3MIHUIIOCS, JTIIIEH31s1 Mae OyTH OHOBJIEHa a00 BOHA
OuIbLIE HE IiliCHA.

11. Le mocunaHHs Ha TEXHIYHE pE3IOME, SKe € CKJIaZ0BOI0 YaCTUHOIO cepTU(iKaiiHOTO
JIOCBE.

12. Le HanexxuTh 110 iH(OpMAIIil PO MPOAYKT, 3aTBEPKCHUN KOMIIETEHTHUM
HaI[lOHAJILHUM PETYJISTOPHUM OpPraHoM, Takoi ik KopoTka xapakTepucTika mpoaykTy.

13. ¥V Takomy pa3i BiJl BIaCHHKA PEECTPAIIHHOTO IMOCBIAYCHHS (TOPTOBOI JIiIeH3i1i) Ha
JKapChKUi 3aci0 (SKIIO HE BiH € 3assBHUKOM) BUMAra€ThCs JI03BUI HA OTPUMAHHS
ceprudikara. Lleit 1o3Bin Mae OyTH HagaHU# B OpraH 3asiBHUKOM.

14. BkaxiTh NpUYUHY, 3 SKOI 3aIBHUK HE 3pOOHB 3aIIUT HA PEECTPALIiIO:

a) miKapchbKui 3aci6 OyB po3poOIeHHI BUKITIOUHO [ JIIKYBaHHS CTaHIB, 30KpeMa TPOIIYHUX
3aXBOPIOBaHb, HECHIEMIYHUX I KpaTHU-EKCIIOPTEPa;

b) mikapcekuii 3aci0 OyB NepeTBOPEHUIA 3 TOUKH 30PY MiJBUIICHHS HOTO CTa0lIbHOCTI B
TPOMIYHUX YMOBax;

C) JmiKapchbKui 3acib OyB MepeTBOPEHUN AJis BUTYYSHHS TOMOMDKHUX PEYOBUH, HE
JI03BOJICHUX

JUTsl BAKOPUCTAHHS B JIIKAPCHKUX 3ac00ax B KpaiHi-IMIOpTEPi;

d) mikapcekuit 3aci0 OyB MepeTBOPEHUN TSl OTPUMAHHS 1HIIIOT MAaKCUMAJIBHO JIOITYCTUMOT
71034 J1F040i PEUOBHHU;

€) 3 1HII01 MPUYUHU, Oy JIACKA, BKAXKITh.

15. «He nmoTpibHO» 03HaYae, 1110 BUPOOHUIITBO BiI0OYBa€ThCA B 1HININ KpaiHi, HDK BUaaya
cepru(ikaTa Ha JIKapchKuil 3aci0, 1 mepeBipKa MPOBOAUTHCS MiJT €r1/1010 KpaiHU-BUPOOHHKA.

16. Bumoru Hanexxnoi BupooHuuoi npaktuku (GMP), npuiinsaTi B YkpaiHi, 1110
BigmosigaroTs BuMoram GMP BOO3 ta GMP €C.

17. Lls yacTHHA 3aMIOBHIOETHCS, SKILO BIACHUK PEECTPALiTHOTO MOCBIAYEHHS Ha
JiKapchKui 3aci0 abo 3asBHUK BIAMOBITAE cTaTycy «b» abo «c», sik omurcano B mpuMitii 9. Le
0CO0JIMBO BaXKJIMBO, SIKIIO MPU BUPOOHUIITBI JIKApPChKOTO 3ac00y 3a1isHi iHO3eMH1 GipMu, sIKi
MPaLIOIOTh 32 KOHTPAKTOM. Y TaKoMy pa3i 3assBHUK IIOBUHEH HAJaTH B cepTU]IKAIIHHUI
opraH iHpoOpMalLlito, y AKilf BU3HAYAIOTh YYACHUKIB KOHTPAKTY, BiJIIOBIJAIbHUX 33 KOKHY
CTa/lif0 BUPOOHUIITBA TOTOBOIO JIKAPCHKOTO 3ac00y, Ta BKa3yIOTh CTYIIHb 1 XapaKTep 1HIINX
BUJIIB KOHTPOJIIO, 1110 3/11HCHIOIOTHCS] KOXKHUM YYaCHUKOM.



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. 1s this product licensed to be placed on the market for use

: : 6 YesO NoO
in the exporting country®?

1.5. Is this product actually on the market in the exporting Yes O No O
country?

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
licence® and date of issue: certificate
(name and address):
2.A.2. Product licence holder 2.B.2. Status of applicant: aO(bO|cO
(name and address): (Key in appropriate category
as defined in footnote 9)
2.A.3. Status of product a O(b Ofc O|2.B.2.1. For categories b and
licence holder®: (Key in c
appropriate category as the name and address
defined in note 9) of the manufacturer
producing
the dosage form is:*°
2.A.3.1. For categories b and 2.B.3. Why is marketing
c authorization lacking?
the name and address of the (not required / not requested/
manufacturer producing under consideration / refused)
the dosage form is®:
. 14.
2.A.4. Is asummary ballfls ves O | No O 2.B.4. Remarks™*:
for approval appended-*?




2.A.5. Is the attached, Yes O
officially approved product

) . No O
information complete and

consonant with Not provided
the licence!?? O

2.A.6. Applicant for
certificate,

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

3. Does the certifying authority arrange for periodic
inspection

of the manufacturing plant in which the dosage form is
produced®™?

If not or not applicable, proceed to question 4.

Yes O | No O

Not applicable O

3.1. Periodicity of routine inspections (years):

the certifying authority on all aspects of the manufacture of
the product!’:

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

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

4. Does the information submitted by the applicant satisfy Yes O No O

If no, explain:

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

Name and address of certifying authority:
Telephone:

Fax:

Position, name of authorized person:
Signature and date:

Stamp:

Certificate Ne

dated

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. manufactures the dosage form;
b. packages and/or labels a dosage form manufactured by an independent company; or c. is
involved in none of the above.

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) or (c) 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.

».

2. JHonmatok 4 micns cniB «Ha3Ba Jikapcskoro 3acody 3rigHo

peecTpaniiiHoro NMOCBiTYeHHA B Ykpaiui

(B pasi BIICYTHOCTI PEECTPALIMHOTO TOCBIAYEHHS B YKpaiHi BKa3zaTh MPUUUHY
BIJICYTHOCT!):

»
JONOBHUTH cioBaMu «ToproBeqibHa Ha3Ba JIIKAPCHKOro 3aco0y B KpaiHi-
iMmmoprepi:

MixknapoaHa HenatenToBana Hassa (MHH):

».

3. Jlomatox 5 micas CIIB «TOPrOBEJbHA Ha3Ba JIIKAPCHKOTO 3aco0y;»
JIOTIOBHHUTH CJIOBAMHU «TOPTOBEJIbHA Ha3Ba B KPaiHi-IMIIOPTEPA;».

HavanbHuk ®apMaleBTHYHOIO
yIpaBJIiHHA Tapac JIACKOBCBbKNHU



