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1o Ilopsaky npoBeacHHS
MiTBEP/HKCHHSI BiAMOBITHOCTI YMOB
BHPOOHUIITBA JIIKAPCHKUX 3aCO0IB
BHMOTaM HAJIEKHOT BHPOOHHUIOT
MPAKTUKA

(mynkr_1.6.4 —posuiny 1114)

HepxaBuuii I'epd Ykpainu
YKPAIHA
UKRAINE

CEPTU®IKAT BIAINOBIAHOCTI YMOB BUPOBHUITBA JTIKAPCBKHUX

3ACOBIB BUMOI'AM HAJIEXKHOI BUPOBHUYOI TIPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:

Crpoxk aii xo: // Valid till: I MM pppp

Yacruna 1

Part 1

JepxaBHa ciryxx0a YKpaiHu 3 JIIKapCbKUX 3aC00IB Ta
KOHTPOJIIO 32 HapKoTuKaMu (Jleprkitikcimysx0a) 3acBigdye:
HaiimMeHyBaHHSI BAPOOHMKA, MiCIIE3HAXO/KEHHSI
HaiimenyBasHs BEpOOHHYOT(MX) ALTBHUILI(IB):

Miciie mpoBa/pKEHHS AisTTBHOCTI:

Jliuensis Ha BUPOOHHUIITBO JIIKAPCHKHUX 3aCO0IB

Bim ”» No

Micre BUPOOHHUIITBA CHCTEMaTHYHO MPOXOUTH
IHCIIEKTYBaHHs 31 BCTAaHOBJICHOIO IEPIOAMYHICTIO Ha
BinnoBingHicTe BuMoraM GMP 3rigHO 31 BCTaHOBICHUM
HOPSIKOM.

3a pe3ynbTaTaMd IHCIEKTYBAaHHS IOTO BUPOOHHKA,
OCTaHHE 3 SIKUX OyII0 MpoBesieHe

BCTAHOBJIEHO, 110 BiH BiMOBi1a€ BUMOraM HaJI€XHOT
BUPOOHNYOT IPAKTUKH, 3a3HAUYCHUM B

(HOpPMaTHBHHH aKT)

0 BiJMOBIZAIOTh BMMOraM HAJICKHOI HPAKTHKH IIPH
BHPOOHMITBI i KOHTPO skocTi CHCTeMH CTiBPOOITHUIITBA
tdapmanestnunnx incnekuiit (PIC/S), mupextnBam €C ta
pexoMenjauisiMm  BcecBitHpoi  opramizamii  oxopoHn
3[I0pOB’Sl BIAHOCHO HPOAYKWIi, IO HpPH3HAYCHA JJIs
TOpPTiBIi Ta AUCTpUOYIIl B KpaiHi IMOXO/KEHHs abo mjst
eKCIIOpTY.

[leii ceprudikar BimoOpakae cTaH BHPOOHHYOI JIIBHUIL
HAa MOMEHT iHCIICKTYBaHHsI, 3a3HAYCHOr0 BHIIE, i HE MOXKE
BHKOPUCTOBYBATHUCS JUIS IiATBEPJUKCHHS BIiIIOBIAHOCTI,
SKIIO 3 MOMEHTY TPOBEIEHHS IOTO iHCIEKTYBAHHS
IPOHIIIO OilblIe HiX 3 POKH.

I i 5 Sessrsoii ;

State Service of Ukraine on Medicines and Drugs Control
confirms the following:

Manufacturer’s name, registered place of business:
Name(s) of manufacturing site(s):

Manufacturing site address:

Manufacturing authorization for medicinal products

No.

Facilities of above mentioned manufacturer are subject to GMP
inspections at suitable intervals in accordance with the National
certification procedure.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on

...... [ eevee] ver oo. (date),
it is considered that it complies with the Good Manufacturing
Practice requirements1 referred to in the

(name of regulation document)
which is harmonized with the requirements of Good practices in
the manufacture and quality control of the Pharmaceutical
Inspection  Convention/Co-operation  Scheme (PIC/S), EU
Directives , and World Health Organization recommendations in
respect of products to be sold or distributed within the country of
origin or to be exported.
This certificate reflects the status of the manufacturing site at the
time of the inspection noted above and should not be relied upon to
reflect the compliance status if more than three years have elapsed

since the date of that inspection.

HBOPO FHCHCRTYBAHHSE HPOHITEO GLIBHIC HIK 3 POKH.
Lleit cepTudikar BxiIodae yactuHu 1, 2 Ta 101aTOK.
YuHHICTh 1BOro cepTHdikata mMoxxe OyTH IiITBEpIKEeHA
OpraHoM, 110 HOro BUIaB.

This certificate includes the Parts 1, 2 and Annex.
The authenticity of this certificate may be verified with the issuing
authority.

[ OTdhopMaTMPOBAHO: He 3a4EPKHYTbIN ]

- [Oﬂbopmamposauo: HE 3a4epKHYTbIf ]




Yacrtuna 2

Part 2

Jlikapcbki 3aco0u 1715 JIIOAUHU

Human Medicinal Products

1. BUPOBHHYI OIEPAIII
JIKAPCBKI 3ACOBH*
1.1 CrepuibHi IPOAYKTH

1.1.1. Acenmuuno eueomosneni (6upobnuyi onepayii 01s
HACMYNHUX NIKAPCLKUX HOpM)

1.1.1.1. PinuHu B yIIakoBKaX BEJIMKOT0 00’ eMy

1.1.1.2. Jlio¢inizatn

1.1.1.3. M’siki

1.1.1.4. PinuHu B yIakoBKax Majoro oo’emy

1.1.1.5. TBepai Ta iMITaHTaHTH

1.1.1.6. Inui acenTHYHO BUTOTOBJICH] MPOYKTH (3a3HAYNTH)

1.1.2. IlJo niodaromvcsi Kinyesiti cmepunizayii (6upooHuyi

onepayii 011 HACMYNHUX IKAPCLKUX GopMm)

1.1.2.1. PinuHu B yIakoBKax BEJIMKOT0 00’eMy

1.1.2.2. M’sixi

1.1.2.3. PinuHu B ymakoBKax Majioro oo’emy

1.1.2.4. TBepai Ta iMITAHTaHTH

1.1.2.5. IHmi npoxyKTH, IO MiAJAI0ThCs KIHIEBiH

crepuItizanii (3a3HaYUTH)

1.1.3. Cepmucpixayis cepiii

1.2. HecrepuibHi NpoayKTH

1.2.1. Hecmepunvni npodykmu (eupobruyi onepayii ona
HACMYNHUX NIKAPCOKUX Gopm)

1.2.1.1. Karcynu, TBepzia 000JI0HKa

1.2.1.2. Karicynu, M’sika 0607I0HKa

1.2.1.3. XKyBanbHi rymn

1.2.1.4. IMnpersHoBaHi MaTpuii

1.2.1.5. PimuHu [Utst 30BHIMIHBOTO 3aCTOCYBAHHSI

1.2.1.6. Piaunu Juis BHYTPIlIHBOTO 3aCTOCYBAHHS
1.2.1.7. Menuyni rasu

1.2.1.8. Tnuni TBepai nikapcbki hopmu

1.2.1.9. lIpenapaty mijx THCKOM

1.2.1.10. T'enepaTopu pafioHyKIiziB

1.2.1.11. M’ski

1.2.1.12. Cyno3uTopii

1.2.1.13. Tabnetku

1.2.1.14. TpancaepMaibHi miacTupi

1.2.1.15. Cromarosoriusi Matepiamm

1.2.1.16. Innni HecTepHIbHI JTiKapchKi 3aco0M (3a3HAYHTH)

1.2.2. Cepmucpixayis cepiii

1.3. BioJioriuni Jikapcbki 3acoon

1.3.1. Bionoziuni nixapcoki 3acobu

1.3.1.1. TIpenapatu KpoBi

1.3.1.2. ImyHoGionoriui JikapceKi 3acobn

1.3.1.3. Jlikapcbki 3aco0H KIITHHHOI Teparii

1.3.1.4. Jlikapcbki 3aco0u TeHHOI Teparil

1.3.1.5. bioTexHoJIOri4HI JTiKapchKi 3ac00H

1.3.1.6. [Ipenapaty, ekcTparoBaHi 3 TKAHHH JIFOJMHU a00
TBapHH

1.3.1.7. JlikapchKi 3ac00M TKAHUHHOT iHKeHepil
1.3.1.8. Inmi GiosoriuHi Jiikapchki 3aco0u (3a3HAUUTH)

1.3.2. Cepmudpixayis cepiii (nepenix)
1.3.2.1. [Ipenapatu kpoBi

1.3.2.2. ImynoGiosoriusi JikapceKi 3aco0u
1.3.2.3. Jlikapchki 3ac00H KIITHHHOI Teparii
1.3.2.4. Jlikapcbki 3aco0u TeHHOT Tepartii

1. MANUFACTURING OPERATIONS

MEDICINAL PRODUCTS*

1.1. Sterile products

1.1.1. Aseptically prepared (processing operations for the
following dosage forms)

1.1.1.1. Large volume liquids

1.1.1.2. Lyophilisates

1.1.1.3. Semi-solids

1.1.1.4. Small volume liquids

1.1.1.5. Solids and implants

1.1.1.6. Other aseptically prepared products <free text>

1.1.2. Terminally sterilised (processing operations for the
following dosage forms)

1.1.2.1. Large volume liquids

1.1.2.2. Semi-solids

1.1.2.3. Small volume liquids

1.1.2.4. Solids and implants

1.1.2.5. Other terminally sterilised prepared products <free
text>

1.1.3. Batch certification

1.2. Non-sterile products

1.2.1. Non-sterile products (processing operations for the
following dosage forms)

1.2.1.1. Capsules, hard shell

1.2.1.2. Capsules, soft shell

1.2.1.3. Chewing gums

1.2.1.4. Impregnated matrices

1.2.1.5. Liquids for external use

1.2.1.6. Liquids for internal use

1.2.1.7. Medicinal gases

1.2.1.8. Other solid dosage forms

1.2.1.9. Pressurised preparations

1.2.1.10. Radionuclide generators

1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches

1.2.1.15. Intraruminal devices

1.2.1.16. Other non-sterile medicinal product <free text >

1.2.2 Batch certification

1.3. Biological medicinal products

1.3.1. Biological medicinal products
1.3.1.1. Blood products

1.3.1.2. Immunological products

1.3.1.3. Cell therapy products

1.3.1.4. Gene therapy products

1.3.1.5. Biotechnology products

1.3.1.6. Human or animal extracted products

1.3.1.7. Tissue engineered products
1.3.1.8. Other biological medicinal products <free text >

1.3.2. Batch certification (list of product types)
1.3.2.1. Blood products

1.3.2.2. Immunological products

1.3.2.3. Cell therapy products

1.3.2.4. Gene therapy products




1.3.2.5. BioTexHo0riuHi JikapchKi 3acobn

1.3.2.6. Ilpenapary, eKCTparoBaHi 3 TKAHUH JIOAMHY a00
TBapHH

1.3.2.7. Jlikapchki 3aco0H TKaHUHHOI iH)KEHEepii

1.3.2.8. Inmui Gionoriyxi ikapchKi 3aco0u (3a3HAYUTH)

1.4. Inmi npoxykTH 260 BUPOOHHYA JislIbHICTH
1.4.1. Bupobnuymeo:

1.4.1.1. [IpoayKTH 3 POCIUHHOI CHPOBUHU

1.4.1.2. T'oMeonaTH4Hi mpemnapaTu

1.4.1.3. Inmi (3a3Ha4nTH)

1.4.2. Cmepunizayiss akmusHux peqo8uH/00nOMIidHCHUX
Peuosun/20mogoi npodykyii

1.4.2.1. ®inprpanis

1.4.2.2. CyxoxapoBa CTepHIIi3alis

1.4.2.3. Crepuuizais mapom

1.4.2.4. Ximiuna

1.4.2.5. l'aMMa-BUIIPOMiHIOBaHHS

1.4.2.6. EnexTpoHHO-IPOMEHEBA

1.4.3. Truui (3a3Ha4nTH)

1.5. IlakyBaHHs

1.5.1. Ilepsunne naxyeanms

1.5.1.1. Kanicynu, TBepaa 000I0HKa

1.5.1.2. Kanicymu, M’sika 000JI0HKa

1.5.1.3. XKysasnpHi rymun

1.5.1.4. ImnperxoBaHi MaTpuii

1.5.1.5. PinuHu Juist 30BHIIIHBOTO 3aCTOCYBaHHS
1.5.1.6. Pinuuu juist BHYTPIilIHBOTO 3aCTOCYBAHHS
1.5.1.7. MenuyHi rasu

1.5.1.8. Inmui TBepai ikapcbKi GpopMu

1.5.1.9. [Ipenapatu mizx THCKOM

1.5.1.10. 'eneparopu pamioHykmimiB

1.5.1.11. M’sixi

1.5.1.12. Cyno3uropii

1.5.1.13. Tabnetku

1.5.1.14. TpancaepMaibHi miacTupi

1.5.1.15. Cromarooriysi MaTepiaiu

1.5.1.16. Inmi HecTepuibHI JIIKapChKi 3aCO0H (3a3HAYMTH)
1.5.2. Bmopunne naxyeanms

1.6. Ilposenenns BUNPoOyBaHb B PaMKaX KOHTPOJIIO
SAAKOCTi

1.6.1. Mikpo06iosoriuHi: CTepHIbHICTh

1.6.2. MikpobiosoriuHi: Mikpo06iosoriyHa 4ucTora
1.6.3. Ximiuni/®Dizugni

1.6.4. Bionoriusni

2. BAPOBHUWYI ONEPAIIIT - AKTUBHI
DAPMANEBTUYHI IHTPEJIEHTH*

AxrtuBHuii(1) papmaneBTruHuii(i) iHrpenienT(u):

2.1. BUpoOHMIITBO AKTHBHOI PEYOBHHH ILLJISIXOM
XiMiYHOr0 CHHTE3Y

2.1.1. BUpoOHHIITBO aKTHBHUX MPOMIXKHUX PEIOBHH
2.1.2. BupoGHHUIITBO HEOUHIIICHOTO AKTHBHOTO
(hapMareBTHYHOTO iHrpe/lieHTa

2.1.3. ConeyTBOpeHHs / OUHUIIEHHS: (3a3HAYUTH)
(HaIpUKIAJ, KpUCTAIi3aLis)

2.1.4. Tumui (3a3Ha4UTH)

2.2. OTpUMaHHs AKTHBHOTO ()apMaLeBTHYHOI O
iHrpesieHTa 3 NPUPOAHMX TKepet

2.2.1. OTpuMaHHs PEYOBHHH 3 POCITHH

2.2.2. OTpuMaHHs PEYOBHHH 3 TBAPUH

2.2.3. OTpuMaHHs PEYOBHHH 3 JIOCHKOTO JKEpena
2.2.4. OTpuMaHHs PEYOBMHH 3 MiHEPAILHOTO JuKEepena

1.3.2.5. Biotechnology products
1.3.2.6. Human or animal extracted products

1.3.2.7. Tissue engineered products
1.3.2.8. Other biological medicinal products <free text >

1.4. Other products or processing activity
1.4.1. Manufacture of:

1.4.1.1. Herbal products

1.4.1.2. Homoeopathic products

1.4.1.3. Other <free text >

1.4.2. Sterilisation of active substances/excipients/finished
product:

1.4.2.1 .Filtration

1.4.2.2. Dry heat

1.4.2.3. Moist heat

1.4.2.4. Chemical

1.4.2.5. Gamma irradiation

1.4.2.6. Electron beam

1.4.3. Others <free text>

1.5 .Packaging

1.5.1. Primary packing

1.5.1.1. Capsules, hard shell
1.5.1.2. Capsules, soft shell
1.5.1.3. Chewing gums

1.5.1.4. Impregnated matrices
1.5.1.5. Liquids for external use
1.5.1.6. Liquids for internal use
1.5.1.7. Medicinal gases

1.5.1.8. Other solid dosage forms
1.5.1.9. Pressurised preparations
1.5.1.10. Radionuclide generators
1.5.1.11. Semi-solids

1.5.1.12. Suppositories

1.5.1.13. Tablets

1.5.1.14. Transdermal patches
1.5.1.15. Intraruminal devices
1.5.1.16. Other non-sterile medicinal products <free text >
1.5.2. Secondary packing

1.6. Quality control testing

1.6.1. Microbiological: sterility
1.6.2. Microbiological: non-sterility
1.6.3. Chemical/Physical

1.6.4. Biological

2. MANUFACTURING OPERATIONS -
ACTIVE SUBSTANCES

Active Substance(s):

2.1. Manufacture of Active Substance by Chemical
Synthesis

2.1.1. Manufacture of active substance intermediates
2.1.2. Manufacture of crude active substance

2.1.3. Salt formation / Purification steps : <free text> (e.g.
crystallisation)

2.1.4. Other <free text>

2.2. Extraction of Active Substance from Natural Sources
2.2.1. Extraction of substance from plant source

2.2.2. Extraction of substance from animal source

2.2.3. Extraction of substance from human source

2.2.4. Extraction of substance from mineral source




2.2.5. Moaudikartis OTpuMaHOi peYOBHHH (3a3HAYUTH
JUKEpEIo)

2.2.6. OuuIIECHHS OTPUMAHOI PEYOBHHH (3a3HAYUTH
JUKEpeIIo)

2.2.7. Tnue (3a3Ha4uTH)

2.3. BUpoOHHITBO AaKTHBHOT0 ()apMalleBTHYHOI O
iHrpesieHTa 3 BUKOPUCTAHHSM 0i0/I0riYHMX NMpoLeciB
2.3.1. ®depmenTartis

2.3.2. KynbTypa KITiTHH (3a3HAYUTH THIT KITITHH)
(HanpuKiIaj, ccaBIiB / GakTepiaabHi)

2.3.3. Buninenus / OuunieHns

2.3.4. Moaudixaris

2.3.5. Inmre (3a3Ha4nTH)

2.4. BUpOOHMUTBO CTEPUILHOI0 AKTHBHOIO
(apmanesTnunoro inrpenienra (posaiam 3.1, 3.2, 3.3
3aMOBHIOIOTHCS 32 HEOOXIIHOCTI)

2.4.1. AcenTH4HO BUTOTOBJICHI

2.4.2. Tlpenapary, W0 MiIAIOTECS KiHLEBIil cTepuiizamii

2.5. CtyneHi 3arajibHoi 06poOKH

2.5.1 CryneHi ¢i3uyH0i 06poOKH (3a3HAUNTH) (HAITPUKIIAL,
CYILIiHHS, TOAPiOGHEHHS / MIKPOHi3aIlisi, MPOCIFOBaHH).
2.5.2. TlepBuHHE MaKyBaHHs (3aKyHOPIOBAHHS /
repMeTH3allisi akTUBHOTO (hapMalleBTHYHOIO iHrpelieHTa
ITaKyBaJIbHUM MaTepiaHOM, SIKUI 3HAXOAUTHCA B IIPAMOMY
KOHTAKTi 3 PCYOBUHOIO)

2.5.3. BropuHHe nakyBaHHs (pO3MillleHHsI TepPMETUYHOT
MEPBUHHOI YIAaKOBKH BCEPEAMHI 30BHIIIHBOTO MTAKYBAILHOTO
Marepiaiy abo koHTeitHepa. Lle Takox BKIIoUae B cede
Oy/b-siKe MapKyBaHHs Matepiaiy s ineHTrdikaii abo
HPOCTEXKYBAHOCTI (Hymepallist cepii) akTHBHOTO
(hapMareBTUYHOrO IHIPEieHTa)

2.5.4. Inmre (3a3Ha4nTH) (JUIs OIEpaLiif, He ONUCAHUX BHILE)
2.6. IIpoBeneHHs: BUNPOOYBAHb B PAMKAX KOHTPOJIIO
AKoCTI

2.6.1. ®i3nuHi/ximMivHi BUIPOOYBaHHS

2.6.2. Mixpobiosoriuni BUnpoOyBaHHs (BUKITIOYAIOUH
BHIPOOYBAHHSI CTEPHIIBHOCTI)

2.6.3. MikpoGionoriuni BUnpodyBaHHs (BKII0YAI0UH
BUIPOOYBAHHS CTEPUIILHOCTI)

2.6.4. bionoriuni BUIIPOOyBaHHS

2.2.5. Modification of extracted substance <specify source >
2.2.6. Purification of extracted substance <specify source >
2.2.7. Other <free text>

2.3. Manufacture of Active Substance using Biological
Processes

2.3.1. Fermentation

2.3.2. Cell Culture <specify cell type> (e.g. mammalian /
bacterial)

2.3.3. Isolation / Purification

2.3.4. Modification

2.3.5. Other <free text>

2.4. Manufacture of sterile active substance (sections 3.1,
3.2, 3.3. to be completed as applicable)

2.4.1. Aseptically prepared
2.4.2. Terminally sterilized

2.5. General Finishing Steps

2.5.1. Physical processing steps < specify > (e.g. drying,
milling / micronisation, sieving)

2.5.2. Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct
contact with the substance)

2.5.3. Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

2.5.4. Other <free text> (for operations not described above)
2.6. Quality Control Testing

2.6.1. Physical / Chemical testing

2.6.2. Microbiological testing (excluding sterility testing)
2.6.3. Microbiological testing (including sterility testing)

2.6.4. Biological Testing

3. IHIIA AIAJBHICTD - (zaznaunrn) *

Bynb-siki 0OMexeHHst a00 TTOSICHEHHSI, 1[0 MAIOTh
BiJIHOLIEHHS JI0 IIOTO

3.OTHER ACTIVITIES

Any restrictions or clarifying remarks related to the scope of

MiIKC BiAmoBigansHoi ocoou, M.IT.
...... [eveiiidvor..o.. ama/Date

JepxaBHa ciiyx0a YKpaiHu 3 JlikapcbKHX 3ac00iB Ta
KOHTPOJIIO 32 HAPKOTHKAMH

Micue3HaxoKeHHS:

Ten.:

daxc:

EnextponHa aznpeca:

* BanuumuTy noTpioHe.

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control
confirms the following:

Address:

Phone:

Fax:

e-mail:

This English translation is for reference only and is not part of the
official certificate

Homep cropinku / 3araiabHa KiJbKiCTh CTOPIHOK




