Honatox 1

1o Tlopsaky ceprudikarii SKOCTi
JTIKapChKUX 3ac001B Il MKHAPOAHOT
TOPTIBIII TA MIATBEPIKCHHS I aKTUBHUX
(hapManeBTHYHUX IHTPEIIEHTIB,

IO EKCIIOPTYIOTHCS

(myHKT 6 po3ainy I)
Ne ceprudikara: Kpaina-exkcnoprep:
Kpaina-imnoprep/kpainu-imnoprepu:
CEPTU®IKAT
JIIKAPCBKOI'O 3ACOBY:

Leti cepmucpixam 6ionosioae popmamy, peKoMeHO08AHOMY

Bcecsimnvoro opeanizayicto oxoponu 300pos’s (BOO3)

1. Ha3Ba Tta mikapcbka opma JIiKapCchKOro 3aco0y:

1.1. AxtuBHu#(1) iHrpeaieHT(H)? Ta X KIJIBKICTh Ha
OJIMHMIIIO JJO3YBaHHS®.

[ToBHMIA CKTaJ, BKJIIOYAIOUU JOIOMIXHI PEUOBHHU*!

1.2. Yu Mae 1ie#t gikapchKuii 3aci0 peectpaliiiine Tax O HiO
[MOCB1TYEHHS /711 pO3MIILIEHHS HAa PUHKY JUIs
BUKOPHUCTaHHS HOTO B KpaiHi-ekcropTepi®?

1.3. Yu 371iicHIOETBCS pearti3alis JIIKapcbKoro 3aco0y Tax O HiO
Ha pUHKY KpaiHu-ekcropTepa?

k110 BIAMOBIAL HA MYHKT 1.2 «Taky», 3aMOBHITH PO3ALUT 2A Ta MpOMycTiTh po3aia 2B.

SIKI10 BiAMOBiAb Ha MYHKT 1.2 «H1», IPOMYCTiTh PO3ai1 2A Ta 3alOBHITH po3ii 2B°.

Po3min 2A Po3mgin 2B

2.A.1. Homep 2.B.1. 3asgBHuK cepTudikara
peecTpaniitHoro (HaliMEeHyBaHHS Ta

MMOCBIAUEHHS’ Ha JTKapChKUN MiCIIC3HAXOJPKCHHS )

3aci0 Ta mara BHmadi:

2.A.2. BnacHuk 2.B.2.CraTyc 3asBHHKA:! al bO
peecTpariitHoro MoCBiAYEHHS (TosicHEeHHS! 11t

Ha JIIKapchbKuit 3aci0 B1/IMTOB1THOI KaTeropii

(HaliMEHYBaHHS Ta 3a3HAYCHO B MPUMITLI 8)
MiCIIE3HAXOIPKCHHS )
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2.A.3. Craryc BnacHuUKa ad | bO| cO |2.B.2.1. [Ins xateropiii bic
peecTpamitnoro HaliMEHYBaHHSI Ta MiCIe/s
[MOCBITUEHHS®: (TIOSICHEHHS MPOBA/KEHHS TISITBHOCTI,
TUTSL BIIMTOBIHOT KaTeropii BUPOOHUKA JTIKAPCHKOTO
3a3HA4YEHO B MPUMITI 8) 3aciOy?:
2.A.3.1. JIns xareropiii b Ta ¢ 2.B.3. 3 sxoi npuarHU
HaliMEHYBaHHSI Ta MiCIe/s BiJICYTHE peeCTpalliiftHe
MPOBAKCHHS TISUTBHOCTI, nocBiqueHHA? (HEe
BUPOOHMKA JTIKAPCHKOTO BUMAaraeTbcs / He
3acioy’: 3BEpPTAINCS / HA PO3IIISIAL /
BiJIMOBJICHO)
2.A.4. Yu gagane noromkene| Tax[ Hi [2.B.4. IIpumitku®:
TEeXHIYHE pe3toMe’?
2.A.5. Yu € Hagana Tax [0
iH(OpMaIis PO JIIKAPCHKHIA
3aci0 ITIOBHOXO Ta BiAMOBIiIae HiDO
Tensiit?
He mamano O
2.A.6. 3asBHUK cepTHdikarTa,
SIKIIIO BiH HE € BIACHUKOM
[PEECTPAIIITHOTO TTOCBITYECHHS
(HaliMEeHyBaHHS Ta
MiCIIE€3HAXOIKEHHS ) 2.
3. Uu opranizoBye cepTudikauniiHuil opran Tak O Hi0O He notpibno O
epioANYHI epeBipKU (IHCIEKTYBaHHS)
11 AIPUEMCTBA - BUPOOHUKA JTIKAPCHKOTO 3ac00y™?
(SAxmio Hi, nepelTH 10 MyHKTY 4)
3.1. IlepionnyHiCTh MJIAHOBUX MEPEBIPOK Y (POKaX):
3.2. Uu iHCIIEKTYBaIoCh BUPOOHUIITBO LILOTO BUAY Tax [ HiO
nikapchkoi hopMu?
. . . He notpi6no*0
3.3. Uu BiJIMIOB1/1al0Th OCHAILEHHS Ta MPOLIECH Tax O HiO p
BUMOT'aM HajlekHO1 BUpoOHHUO1 npaktuku (GMP),
NpUUHATHM B YKpaiHi, SIKi BpaXOBYIOTb
pexomenoBani Bumoru GMP BOO3+7?
4. Un 3a10BONBHSE HA/laHA 3asIBHUKOM 1H(OpMaIlis Tax O HiO
opras, 1o BUJaB cepTudikar, 3a BciMa aclieKTaMu
BUPOOHUIITBA MPOAYKIIIT*:
SIKIIO Hi, MOSICHUTH:
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bynb-sKi 0OMeXeHHS 200 MOSICHEHHSI, [0 MalOTh
BiTHOIIICHHS JI0 IbOTO cepTU(ikaTa:

HaiimeHnyBaHHS Ta MICLI€3HaXOJKEHHS OpraHy, 1110 BUJaB cepTU(]IKaT:

Tenedon:

daxc:

ITocana, Biacue im’st IIPI3BUILE BianoBizansHOI 0coOu opraHy, o BUaaB cepTugikar:
ITigmuc, nata

M.II.

Ceprudikar Ne. aaTa

Mpumirku

1. Leii ceptudikat, popma sxoro pekomeHnoBasa BOO3, ycTaHOBIIOE CTaTyC JTiKapChKOTO 3ac00y i 3asIBHUKA B
KpaiHi-ekcrioprepi. BiH npr3HaYeHUid TUTBKH IJIs1 OTHOTO JIIKapChKOT0 3ac00y, OCKUIBKH JUIsl Pi3HUX JIIKapChbKUX (GopM i
Pi3HOT criu JTii yMOBY BUPOOHHIITBA Ta MOTO/XKEHa iH(POpMAILlist MOXKYTb OyTH piI3HHUMH.

2. baxxaHo BUKOpPHCTOBYBAaTH MiXKHapo/IHI HenaTeHToBaHi Ha3Bu (MHH) abo HanioHanbHI HEMaTEeHTOBAaHI HAa3BU.

3. JlomaeTbes mepetik i KiIbKICTh JIFOYMX PSUOBHH, a TAKOXK MEPEIIiK IHINUX IHIPEIIE€HTIB, SKi BXOAATh J0 CKIaay
TOTOBOI JIIKapCHKOT POPMH.

4. NeranpHa iHpOpMAIIis PO KITBKICHUNA CKIIa] € 6a)XXaHOIO, aJic BOHA Ma€ OYTH ITOTOKEHA 3 BIIACHUKOM
PEECTPALIIAHOTO MTOCBITYCHHS.

5. 3a moTpebu J0AaTKOBO HaBEAITh MOAPOOUII Pi3HUX 0OMEKEHB 3 MPOIaXKy, PO3NOBCIOHKEHHS a00 3aCTOCYBaHHS
JIKApCHKOTO 3aC00Y, YKa3aHOTO B PEECTPALIIHHOMY JJOChHE.

6. Po3niim 2A 1 2B BUKITIOYAIOTH OJUH OJIHOTO.
7. 3a noTpebu 3a3HayTe, M0 PEECTPAIliifiHE TOCBIIUYCHHS THMYACOBE a00 3HAXOAUTHCS HA PO3IIISI.

8. 3a3HauTe XapakTep AISUTBHOCTI, SKa 31ICHIOETHCS 0CO00I0, BiIMOBITANBHOO 32 PO3MIIICHHS JIIKAPCHKOTO 3aC00Y
Ha PUHKY:
1) BUpOOHHUIITBO TOTOBHX JKapCHKUX (HOopM;

2) naKyBaHHs Ta/ab0 MapKyBaHHS [OTOBHUX JIIKapChbKUX (PopM, siki BUpOOIIsie He3asexnHa Gipma;
3) He 3ajisHE B )KOAHOMY 3 BHINE3a3HAYCHUX BU/IIB TisUTHHOCTI.

9. s indopmanist Mo>xe OyTH HaJlaHa TiJIBKH 32 3T0JI0I0 BJIACHUKA PEECTpaLiifHOro NoCBi4eHHs abo y pasi
BIZICYTHOCTI 3apeecTpOBaHMX JIIKapChKUX 3ac00iB 3asiBHUKA. He3amoBHeHHH po3Iil BKa3ye, 110 3aiHTepecoBaHa
CTOpOHA HEe TIoToIMjIacs Ha BKItoueHHs 1€l inpopmarii. Citif 3a3Ha4uTH, 110 iHGOPMAIIisS PO Miclle BUPOOHUIITBA €
YaCTHHOIO JiIeH3ii. SIkiio Miciie BUpOOHUIITBA 3MIHWIIOCS, JIiIIEH31s Mae OyTH OHOBJIEHA 200 BOHA OiNbIle He JifCHA.

10. e mocuiaHHs Ha TEXHIYHE PE3IOME, SKE € CKIIQJIOBOIO YACTHHOIO CepTH(DIKAMIHHOTO JOCHE.

11. Ile HanexxuTh 110 iHGOpMamii Ipo MPOAYKT, 3aTBEPKCHUN KOMIIETCHTHIM HAIllOHAIBHUM PETyISITOPHUM
oprasom, Takoi sk KopoTka xapakrepucTuka npoyKTy.

12. Y takoMy pa3i BiJ BIaCHUKA pEeCTpaLiifHOTro NOCBi4eHHs (TOproBoi JileH3ii) Ha JIikapchKuii 3aci0 (SKIIo He
BiH € 3aIBHHKOM) BUMAra€eThCs J03BLI HA OTpUMaHHs cepTudikara. [lei 1o3Bin Mae OyTH HaaHWUH B OPTaH 3asiBHUKOM.

13. BxaxiTh IpUYNHY, 3 SKOT 3aIBHUK HE 3pOOUB 3aIHUT HA PCECTPAILiIO:
a) JiKkapchKuii 3acib OyB po3poOICHMIA BUKIIIOUHO IS JIIKYBaHHS CTaHIB, 30KpeMa TPOIiYHIX 3aXBOPIOBAHbD,
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HEEHJIeMIYHUX I KpaiHH-eKCIopTepa;

b) nikapcekuii 3aci6 OyB nepeTBOpeHNH 3 TOUKH 30pY MiBUIIEHHS HOro CTabLIIBHOCTI B TPOIIIYHUX YMOBaX;

¢) JiKapchKuii 3acid OyB NepeTBOPEeHHH JUIsl BIIIYYEHHs JONOMDKHUX PEYOBUH, HE JI03BOJICHHX U1l BAKOPUCTAHHS B
JKapCchKHUX 3ac00ax B KpaiHi-iMITopTepi;

d) nikapcekuii 3aci6 OyB IepeTBOPEHUI AJIsl OTPUMaHHS 1HIIOT MAKCUMAJIBHO JTOITYCTHMOT 03U JIF0U0i PEYOBHHY;
€) 3 1HII0T MPUYKMHY, Oy/Ib JTacKa, BKaXKiTh.

14. «He noTpiGHO» 03HaUa€, MO0 BUPOOHHUIITBO BifOYBAETHCS B 1HIIIH KpaiHi, HiX Buaaya ceprudikarta Ha
JIKapchKUi 3aci0, 1 mepeBipka MPOBOIUTHCS IiJ €TiI00 KpaiHN-BUPOOHUKA.

15. Bumoru nanexsoi Bupoonudoi npaktuku (GMP), npuiinsri B YkpaiHi, mo Bignosinatots Bumoram GMP BOO3
ta GMP EC.

16. L5 yacTHHA 3aIIOBHIOETHCS, SKIIO BIACHUK PEECTPALIITHOrO MOCBITYEHHS Ha JIiIKapCchKuii 3aci0 abo 3asBHUK
BiAmoBinae cratycy «b» abo «C», sik omucano B mpumitiii 8. L{e 0co0IMBO BaXKIIHBO, SIKIIO IPH BUPOOHHIITBI
JIKapChKOTO 3ac00y 3aisiHi 1HO3eMHI (ipMH, SKI TPALIOIOTH 32 KOHTPAKTOM. Y TakOMY pa3i 3asiBHHK NOBUHEH HaJaTH B
ceprudikamniitanii oprad iHGopMaIliro, y AKiif BU3HAYa0Th YYaCHUKIB KOHTPAKTY, BiAMMOBITaTbHUX 32 KOKHY CTalit0
BHPOOHHUIITBA TOTOBOTO JIIKAPCHKOTO 3aC00Y, Ta BKAa3yIOTh CTYIIIHb i XapakTep iHITNX BUIiB KOHTPOIIIO, IO
3IIACHIOIOTECS KOXKHUM YYaCHUKOM.

HaiimenyBaHHS Ta MiClIe3HAXO/KEHHS OpraHy, 110 BHJAB cepTH(dikar:

Tenedon:

daxc:

ITocana, Biacue im’s IIPI3BUILE BianoBigansHOi 0coOu opraHy, 1o BUAaB cepTu(ikar:
Iligmuc, nata

M.II

No. of certificate: Exporting (certifying country):

Importing (requesting country):

CERTIFICATE OF APHARMACEUTICAL PRODUCT™

This certificate conforms to the format recommended by the World Health Organization (WHO)

1. Name and dosage form of the product:

1.1. Active ingredient(s)? and amount(s) per unit
dose:

For complete composition including excipients,
see attached*:

1.2. Is this product licensed to be placed on the YesO NoO
market for use in the exporting country?s

1.3. Is this product actually on the market in the YesO NoO
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exporting country?

If the answer to 1.2 is yes, continue with section 2A and omit section 2B.

If the answer to 1.2 is no, omit section 2A and continue with section 2B¢:

Section 2A

Section 2B

2.A.1. Number of product
licence’ and date of issue:

2.B.1. Applicant for certificate
(name and address):

2.A.2. Product licence holder
(name and address):

2.B.2. Status of applicant:
(Key in appropriate category
as defined in footnote 8)

al [ bO | cO

2.A.3. Status of product licence | aOl | b0 | cO |2.B.2.1. For categories b and ¢
holders: (Key in appropriate the name and address of the
category as defined in note 8) manufacturer producing the
dosage form is:®

2.A.3.1. For categories b and ¢ 2.B.3. Why is marketing
the name and address of the authorization lacking? (not
manufacturer producing the required / not requested /
dosage form is: under consideration / refused)
2.A.4. Is a summary basis for YesO | NoO [2.B.4. Remarks®:
approval appended?
2.A.5. Is the attached, officially YesO
approved product information
complete and consonant with the No [0
licence?

Not provided O

2.A.6. Applicant for certificate,
if different from licence holder
(name and address)®:

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.

YesO NoO

Not applicable O

3.1. Periodicity of routine inspections (years):

3.2. Has the manufacture of this type of dosage form been

inspected?

YesO

No O

3.3. Do the facilities and operations conform to GMP as

Yes [ No [

Not applicable* O
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recommended by the World Health Organization?*

4. Does the information submitted by the applicant satisfy YesO NoO
the 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:

Name and address of certifying authority:
Telephone:

Fax:

Position, name of authorized person:
Signature and date:

Stamp:

CPP No. dated 2019

Explanatory notes

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

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

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

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

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

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

8. 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.

9. 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.
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10. This refers to the document, prepared by some national regulatory authorities, that summarizes the technical basis
on which the product has been licensed.

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

12. 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.

13. 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.

14. 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.

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

16. This section is to be completed when the product-licence holder or applicant conforms to status (b) or (c) as
described in note 8 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.

Name and address of certifying authority:
Telephone:

Fax:

Position, name of authorized person:
Signature and date:

Stamp:




