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Honaroxk 1

1o [lopsiaky miaTBepIKEHHS B1AMOBIIHOCTI
BUPOOHUITB JIIKAPCHKUX 3aCO0iB,
pO3TallIOBaHUX 11032 MEKaMU Y KpaiHy,
BU3HAUYECHUM B YKpaiHi BUMOTaM HAJIEKHOT
BUPOOHNYOT MPAKTHUKHU

(myHKT 5 po3ainy 1)

Hepxasuuii ['ep6 Ykpainu

Ykpaina
UKRAINE

CEPTUDIKAT BIAIMOBIIHOCTI YMOB BUPOBHUITBA JIIKAPCBKHUX
3ACOBIB BUMOI'AM HAJIEXKHOI BUPOBHUYOI ITIPAKTUKHU

CERTIFICATE OF GMP COMPLIANCE

Ceptudikar Ne: // Certificate No:

Tepwmin aii no: // Valid till: 1o mm pppp

Yacruna 1

Part 1

Ykpainceke papManeBTHYHE ATEHTCTBO
(YxpdapmareHTcTBO) 3aCBiguye:

HaiiMeHyBaHHS BUpOOHUKA, MICIIE3HAXOPKEHHS
HaiimenyBaHHs BUpOOHNYO1(MX) ALTBHULI(IB):
Micluie nmpoBa/KEeHHsI TisTBHOCTI:

JlimeH3is Ha BUPOOHUIITBO JIIKAPCHKHUX 3aC001B

Bi[[ " " No

Micue  BUpOOHHMITBA  CHCTEMAaTHYHO  TNPOXOIHTH
IHCTIEKTYBaHHSl 31 BCTAQHOBIICHOIO NEPIOAMYHICTIO Ha
BIIIIOBIIHICTE BHMOTaM HaJICKHOT BUPOOHUTOT
MPAKTUKH 3T1IHO 31 BCTAHOBICHUM MOPSIIKOM.

3a pe3ynbTaraMu IHCIIEKTYBaHHS I[bOTO BHUPOOHHKA,
OCTaHHE 3 SKUX OYJIO IPOBEICHE

vl ... (Oama),

BCTAHOBIJICHO, IO BiH BiJANOBIZAa€ BUMOraM HaJICKHOT
BUPOOHHMYOT MMPAKTUKH, 3a3HAYECHUM B

(Hopmamueruil akm)

IO BIAMOBIJAIOTh BUMOTAM HAJIEKHOI MPAKTUKU MPU
BUPOOHUILITBI i koHTposi  skocti  Cucremu
cniBpoOiTHunTBa (hapmanesrnyHux iHcnekniii (PIC/S),
mupexktuBam  €C  Ta pexoMeHjaiisiM  BcecBiTHBOT
OpraHizailii OXOPOHH 3JIOPOB'S BiTHOCHO MPOJYKIIii, IO
MpW3HAYeHa [UIA TOPTIBII Ta AWCTPHOYINI B KpaiHi

Ukrainian Pharmaceutical Agency
(Ukrpharmagentstvo) 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 Good Manufacturing Practice 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

it is considered that it complies with the Good
Manufacturing Practice requirementsl 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 county of origin or to be




MOXODKEHHSI a00 JIJIs eKCIIOPTY.

Iett ceprudikar BimoOpaxae ctaH BUPOOHUIOT AUTHHHALI
Ha MOMEHT IHCIIEKTYBaHHS, 3a3Ha4€HOTO BHINE, 1 HE
MOX€  BUKOPHUCTOBYBATHUCS  IJIsI  MATBEPIDKCHHS
BIITIOBIZHOCTI MiCJIs 3aKiHUEHHS TEPMIHY Aii.

Lleii cepTudikaT BKIOUae 4acTHHU 1, 2 Ta JOJATOK.

UMHHICTH IBOTO cepTUdikara Moxke OYTH MiITBEpHKEHA
OpraHoM, L0 WOro BHUJAB.

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 after
the expiration of the validity term.

This certificate includes the Parts 1, 2 and Annex.

The authenticity of this certificate may be verified with
the issuing authority.

Yactuna 2

Part 2

Jlikapchki 3ac00M 1151 JIIOMHHA

Human Medicinal Products

1. BAPOGHUYI ONEPAIIII - TIKAPCBKI
3ACOBH*

1.1. CrepnJibHi Jikapcbki 3acoon

1.1.1. Acenmuuno sueomosneti (6upobHuui onepayii ons
HACMYRHUX JEKAPCoKUX (popm)

1.1.1.1. PinuHu B ynakoBKax BEJIUKOTO 00'eMy
1.1.1.2. Jliopimizatn

1.1.1.3. M'siki

1.1.1.4. Pinuau B ynakoBKax Mayoro oo'emy
1.1.1.5. Teepai Ta iMITTAHTAHTH

1.1.1.6. Inmni acenTHYHO BUTOTOBJICHI JTIKAPCHKI 3aCO0U
(3a3Ha4HTN)

1.1.2. ll]o niooaiombca Kinyesiti cmepunizayii
(6upobHUUL onepayii Ost HACMYRHUX JTEKAPCbKUX (Popm)

1.1.2.1. Pintnay B ymakoBKax BEJIUKOTO 00'eMy
1.1.2.2. M'sixi

1.1.2.3. Pimuan B yrmakoBKax Mayioro ob'emMy
1.1.2.4. TBepai Ta IMIITAaHTaHTH

1.1.2.5. Inuri nikapchbki 3aco0u, 110 MiIAaI0THCS
KiHIeBi# cTeprimizanii (3a3HaunTH)

1.1.3. Cepmudhixayisn cepiii
1.2. HectepuJibHi jJikapcbki 3aco0u

1.2.1. Hecmepunwvhi nixapcoki 3acobu (8upobHuui
onepayii /11 HACMYNHUX JEKAPCbKUX ¢opm)

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. Kancynu, TBepai

1.2.1.2. Kancynu, M'siki

1.2.1.3. XKysamsHi rymu

1.2.1.4. IMnpernoBani MaTpuii

1.2.1.5. PinuHu 171t 30BHIIIHBOTO 32CTOCYBaHHS
1.2.1.6. Pinuau 7st BHYTPIIIHBOTO 3aCTOCYBAaHHS
1.2.1.7. Menyuni razu

1.2.1.8. Inui TBepmi JlikapchKi popMu

1.2.1.9. [lpenapatu mix TUCKOM

1.2.1.10. I'eneparopu pamgioHyKIiaiB

1.2.1.11. M'ski

1.2.1.12. Cynosuropii

1.2.1.13. Tabnerkn

1.2.1.14. TpancnepMaibHi IIacTHPi

1.2.1.15. CromaroioriuHi MaTepiaiu

1.2.1.16. Inmmi HecTepuITbHI JIiIKapChKi 3acO00H
(3a3HaYNTH)

1.2.2. Cepmudpixayis cepiti

1.3. Biosoriuni Jikapcbki 3acodu

1.3.1. Bionoziuni nixapceki 3acobu

1.3.1.1. Ilpenapatu kpoBi

1.3.1.2. ImyHoGiosoriuHi JIiKapchKi 3aco0u
1.3.1.3. JlikapchKi 3ac00M KIITHHHOT Tepartii
1.3.1.4. JlikapchKi 3ac00M FeHHOT Teparil
1.3.1.5. bioTexHOIOTIUHI JiKapChKi 3ac00u

1.3.1.6. Ilpenapaty, ekcTparoBaHi 3 TKaHUH JIIOAMHHU 200
TBapUH

1.3.1.7. JlikapchKi 3ac00M TKaHMHHO1 IHXKEHepii
1.3.1.8. Inmi GiosoriyHi JTiKapchKi 3ac00M (3a3HAYUTH)

1.3.2. Cepmudpixayis cepiil (nepenik)

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. Ilpenapatu KpoBi

1.3.2.2. ImyHOGi0MNOTI4HI JIIKAPCHKI 3ac00U
1.3.2.3. JlikapchKi 3ac00M KIITHHHOT Tepartii
1.3.2.4. JlikapchKi 3aco0u reHHoi Tepartii
1.3.2.5. BioTexXHONOTIUHI JiKapChKi 3acO00u

1.3.2.6. [lpenapaty, ekcTparoBaHi 3 TKaHUH JIIOAMHHU 200
TBapuH

1.3.2.7. JlikapchKi 3ac00M TKaHUHHOT IHKeHepii
1.3.2.8. Inmri GiosorivyHi JiKapchKi 3ac00U (3a3HAYNTH)

1.4. Inui Jgikapcbki 3aco0u a60 BHpoOHHYA
AisJIbHICTh

1.4.1. Bupoonuymeo:

1.4.1.1. Jlikapchki 3acO0U 3 POCITMHHOT CHPOBHHHU
1.4.1.2. TomeonaTu4Hi JIiKapchKi 3acodn

1.4.1.3. Inui (3a3Ha4mTH)

1.4.2 Cmepunizayis akmueHUX peyo8UuH/00NOMIAHCHUX
petosun/20mosoi npodyKyii

1.4.2.1. ®inprparis

1.4.2.2. CyxoxapoBa cTepHiIizais
1.4.2.3. Crepmizanist mapom
1.4.2.4. Ximiuna

1.4.2.5. F'aMmMa-BUIIPOMIHIOBaHHS
1.4.2.6. EnexTpoHHO-TIpOMEHEBA
1.4.3. Inmi (3a3Ha4nTH)

1.5. lakyBaHHs

1.5.1. Ilepsunne naxysamnms
1.5.1.1. Kancymu, TBepai

1.5.1.2. Kancynu, M'siki

1.5.1.3. XKysasnbHi rymMmu

1.5.1.4. ImmperHoBaHi MaTpwHIIi

1.5.1.5. Pinunu 1715t 30BHIIIHBOTO 3aCTOCYBAHHS

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. 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. Pinuau 171st BHYTPIIIHBOTO 3aCTOCYBaHHS
1.5.1.7. Meauuni razu

1.5.1.8. Inmi TBepai nikapcrki popmu

1.5.1.9. llpenapatu mix THCKOM

1.5.1.10. I'eneparopu pamgioHyKITiAIB

1.5.1.11. M'ski

1.5.1.12. Cynosuropii

1.5.1.13. TaGuerku

1.5.1.14. TpancaepmalbHi actupi

1.5.1.15. Cromarosoriuni MaTepianu

1.5.1.16. I HecTepuITbHI JIIKApChKi 3ac00U
(3a3Ha4ymTH)

1.5.2. Bmopunne naxysanus

1.6. IlpoBenenHst BUNIPOOYBaHb B PAMKAaX KOHTPOJIIO
SIKOCTI

1.6.1. Mikpo0ioJioriuHi: CTEpUIBHICTD

1.6.2. Mikpo6ionoridHi: MikpoOioJIOTT9HA YHCTOTA
1.6.3. Ximiuni/¢izuuni

1.6.4. bionorivxi

2. BUPOBHMYI ONEPAIIII - AKTUBHI
OAPMALEBTHUYHI IHTPEAIEHTH*

AxruBnuii(i) Gapmaneruunuii(i) iHrpeaieHT(1):

2.1. BupoOHHITBO AKTUBHOI Pe4OBHHHU HJISIXOM
XiMIi4YHOTO CUHTE3y

2.1.1. BupoOHHITBO aKTHBHUX NPOMIDKXHHX PEYOBHH

2.1.2. BUpoOHUIITBO HEOYHUIIIEHOTO aKTHBHOTO
(hapMaIreBTHYHOTO IHTpEiEHTa

2.1.3. ConeyTBOpEHHS / OUNIIEHHS: (3a3HAYNTH)
(Hanpuka, KpucTaisaris)

2.1.4. Inuii (3a3Ha4KTH)

2.2. OTpuMaHHsl AKTHBHOTI0 (hapMALEeBTUYHOT O
iHrpeieHTa 3 MPUPOAHUX AxKepes

2.2.1. OTpyMaHHs pEeUOBHHU 3 POCIUH

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. OTpyMaHHs pEUOBHHU 3 TBAPUH
2.2.3. OTpuMaHHs PEUOBHHHU 3 JIFOJCHKOTO JHKEpea
2.2.4. OTprMaHHS pEYOBHHH 3 MIHEPAIBHOTO JDKEpea

2.2.5. Monudixkariisi OTpPUMAHOT pEUOBUHU (3a3HAYUTH
JOKEPEIo)

2.2.6. OuuIleHHs! OTPUMAaHOT pEYOBUHU (3a3HAYHTH
JKEPEIno)

2.2.7. Inme (3a3HaunTH)

2.3. BUpOoOHHIITBO AKTUBHOTO (papMaLeBTHYHOTO
IHrpenieHTa 3 BUKOPHCTAHHAM 0i0JI0TiYHMX NponeciB

2.3.1. depmeHTaris

2.3.2. KynpTypa KIiTHH (3a3HAYUTH TUIT KITITHH)
(HampuKIIaz, ccaBiiB / OaKTepialibHi)

2.3.3. Buninenss / OuuneHas
2.3.4. Monuikaris
2.3.5. Inmre (3a3HaunTH)

2.4. BupoOHHUITBO CTePHJIBHOTO AKTHBHOIO
¢apmaneBTuuHoOro iHrpenieara (posaiom 3.1, 3.2, 3.3,
3aMOBHIOIOTHCS 32 HEOOXITHOCTI)

2.4.1. AcenTHYHO BUTOTOBJIEH]

2.4.2. llpenapaty, WO MiIAAI0ThCS KiHIEBIH
CTeprIIi3allii

2.5. CtyneHi 3ara;ibHoi 00po0KkH

2.5.1 Cryneni ¢i3udH0i 00poOKH (3a3HAYHUTH)
(HanpuKiTaa, CynriHHs, ToApiOHEHHs / MIKpOHI3alis,
MPOCIFOBaHHS)

2.5.2. llepBunHe NaKyBaHHS (3aKyTIOPIOBAHHS /
repMeTHu3allis akTHBHOTO (papMaleBTUYHOTO IHTPeliEHTa
MaKyBaJIbHAIM MaTepialloM, SIKHi 3HaXOJIUTHCS B
NPSMOMY KOHTAKT1 3 pEU4OBHHOIO)

2.5.3. BropunHe nakyBaHHs (pPO3MILICHHS T€pPMETHYHOT
MEPBUHHOI YIIAKOBKU BCEPEAMHI 30BHIITHHOTO
MaKyBaJIbHOTO MaTepiaity abo koHTelHepa. Lle Takox
BKJIIOYA€E B ceOe Oyap-sike MapKyBaHHS MaTepiary JJis
inenTudikaiii abo MpocTexyBaHOCTI (Hymepallis cepii)
AKTHBHOTO (hapManieBTHIHOTO IHTPEIi€HTA)

2.5.4. Inure (3a3Ha4uTH) (U1 OTEparliii, He OMMUCAHUX
BHIIIC)

2.6. IIpoBeneHHs BUMPOOYBAHb B PAMKAaX KOHTPOJTIO
AIKOCTi

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. 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. ®i3nuHi/XiMiuHI BUIPOOYBaHHS

2.6.2. Mikpo®6iosoriuHi BUpoOyBaHHS (BUKITIOYAI0YN
BUIPOOYBAHHS CTEPUILHOCTI)

2.6.3. MikpobiosoriuHi BUNpoOyBaHHs (BKJIIOYAIOUN
BUIPOOYBaHHS CTEPUILHOCTI)

2.6.4. biosoriyHi BUIIPOOYBaHHS

3. IHIIA JISLTBHICTD - AKTUBHI
®APMALEBTHYHI IHTPEJICHTH (3a3uauntn) *

Bynp-siki oOMexeHHs ab0 MOsICHEHHS, 0 MAlOTh
BIJIHOIIIEHHS JI0 LIBOTO cepTHdikaTa:

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. OTHER ACTIVITIES -
ACTIVE SUBSTANCES <free text>

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

Ykpaincbke (papmaneBTHYHE aTCHTCTBO

Micue3HaxoHKEeHHS:
Ten.:

®daxkc:

WWW.,

* 3anumuTy noTpioHe.

(dopma 2)

Ukrainian Pharmaceutical Agency

Address:
Phone:
Fax:
WWW.

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

Homep cropinku / 3aranbHa KilbKiCTh CTOPIHOK

Hepxaauii ['epd Ykpainu

YKPATHA
UKRAINE

CEPTU®IKAT BIANTOBIJHOCTI YMOB BUPOBHUILTBA JIIKAPCBKUX 3ACOBIB
BUMOI'AM HAJIEXKHOI BUPOGHUYOI IPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceptudikar Ne: // Certificate No:

Yacrtuna 1

Ykpainceke papManeBTHYHE ATEHTCTBO
(YxpdapmareHTcTBO) 3aCBiguye:

HaiimenyBaHHs BUpOOHMKA, MiCIIE3HAXOI>KEHHS

HaiimenyBaHHst BUpOOHMYO1(MX) AUTBHULI(LIB):

Tepwmin aii no: // Valid till: xx mm pppp

Part 1

Ukrainian Pharmaceutical Agency
(Ukrpharmagentstvo) confirms the following:

Manufacturer's name, registered place of business:

Name(s) of manufacturing site(s):




Micriie poBaPKEHHS JisUTbHOCTI:
Jlinensist Ha BUPOOHUIITBO JIIKAPCHKUX 3aC001B

Biﬂ " " No

3a pe3ynbTaramMM JAMCTAHIIMHOI  OLIHKH  IOTO
BHUpOOHMKa, siKa OyJa mpoBeIeHa

BCTaHOBJICHO, I1I0 BiH BIAMOBIZa€ BUMOraM HaJICKHOT
BUPOOHHUYOI MPAKTUKH, 3a3HAUYECHUM B

(Hopmamuernul akxm)
Ieti cepTudikar BKIFOYAaE YaCTHHU 1, 2 Ta TOTATOK.

YuHHICTH [IbOTO cepTudikaTa Moke OyTH MiITBEpLKEHA
OpraHom, 10 WOro BUJIAB.

Manufacturing site address:
Manufacturing authorization for medicinal products

No.

From the results of distant assessment

it is considered that it complies with the Good
Manufacturing Practice requirementsl referred to in the

(name of regulation document)

This certificate includes the Parts 1, 2 and Annex.

The authenticity of this certificate may be verified with
the issuing authority.

YacTruua 2

Part 2

Jlikapchki 3aco0u 1151 JIIOAUHH

Human Medicinal Products

1. BAPOBHUYI OITEPAIIII - TIKAPCBHKI
3ACOBU*

1.1. CrepuniibHi Jikapcbki 3acoon

1.1.1. Acenmuuno sueomosnei (8upobHu4i onepayii ons
HACMYNHUX JEKAPCOoKUX opm)

1.1.1.1. PinuHu B ynmakoBKax BEJIUKOTO 00'eMy
1.1.1.2. Jlioimizartu

1.1.1.3. M'siki

1.1.1.4. Pinunu B ynakoBKax Majoro o0'eMy
1.1.1.5. TBepai Ta IMIITAHTAHTH

1.1.1.6. Inmmi acenTHYHO BUTOTOBIICHI JTIKAPCHKI 3aCO0H
(3a3Ha4mTH)

1.1.2. ll]o niooaiomucs Kinyesii cmepunizayii
(6upoOHuui onepayii 015 HACMYNHUX JIKAPCbKUX Gopm)

1.1.2.1. PinuHu B ynakoBKax BEJIMKOTO 00'eMy
1.1.2.2. M'siki

1.1.2.3. Pinuau B yrmakoBKax Majoro od'emy
1.1.2.4. Teepni Ta IMIUTAHTAHTH

1.1.2.5. Iamri JikapceKi 3aC00H, IO MiITal0ThCs

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




KiHIIEBiH crepuizaii (3a3HaunTH)
1.1.3. Cepmudpixayis cepiti
1.2. HecTtepuibHi JikapcebKi 3acodu

1.2.1. Hecmepunvnui nikapchbKi 3aco00u (8upodHuui
onepayii 011 HACMYNHUX JEKAPCbKUX Gopm)

1.2.1.1. Kancymu, TBepai

1.2.1.2. Kancysu, M'siki

1.2.1.3. XyBanbHi rymu

1.2.1.4. IMnpernoBani MaTpuui

1.2.1.5. Pinunu 1j1st 30BHIIIHBOTO 32CTOCYBaHHS
1.2.1.6. Pimuan U1 BHYTPIITHBOTO 3aCTOCYBAHHS
1.2.1.7. Menuuni razu

1.2.1.8. Inui TBepai Jiikapceki popmu

1.2.1.9. Ipenapatu mijx TUCKOM

1.2.1.10. I'enepatopu pagioHyKIiiB

1.2.1.11. M'ski

1.2.1.12. Cynosuropii

1.2.1.13. Tabnerkn

1.2.1.14. TpancnepMabHi IIaCTHPI

1.2.1.15. CromarosioriuHi MaTepianu

1.2.1.16. Iami HecTepuItbHI TiKapChKi 3acobn
(3a3Ha4mTH)

1.2.2. Cepmudpixayis cepiii

1.3. BioJsoriyni Jikapcbki 3acodn

1.3.1. Bionoeiuni nixapcoki 3acobu

1.3.1.1. Ilpenapatu KpoBi

1.3.1.2. ImyHOGiONOTIUHI JIIKAPCHKI 3ac00U
1.3.1.3. JlikapchKi 3ac00M KIITHHHOT Tepartii
1.3.1.4. Jlikapchki 3aco0u reHHoi Tepartil
1.3.1.5. BioTexHONOTIUHI JiKapChKi 3acO00u

1.3.1.6. Ilpenaparn, ekcTparoBaHi 3 TKAHUH JFOIUHA 200

<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




TBapHH
1.3.1.7. Jlikapchbki 3ac00M TKAaHHHHOT IHXKEHepii
1.3.1.8. Inmri 6iosorivyHi JTiKapchKi 3ac00 (3a3HAYNTH)
1.3.2. Cepmudpixayis cepiii (nepenik)

1.3.2.1. Ilpenapatu KpoBi

1.3.2.2. ImyHOGIONOTIUHI JIIKAPCHKI 3ac00U

1.3.2.3. JlikapchKi 3aco0u KIITUHHOT Tepartii

1.3.2.4. Jlikapchki 3aco0u reHHoi Tepartii

1.3.2.5. BioTexXHOOTIUHI JiKapChKi 3acO00u

1.3.2.6. Ilpenapatu, excTparoBasi 3 TKAaHUH JIOAUHU 200
TBApHH

1.3.2.7. JlikapchKi 3acO0M TKaHUHHOT iHXKeHepii
1.3.2.8. Inui GionorivyHi JiKapchKi 3ac00U (3a3HAYHTH)

1.4. Inui Jgikapcbki 3aco0u a6o BHpoOHHUYA
AisJIbHICTL

1.4.1. Bupobnuymeo:

1.4.1.1. Jlikapcbki 3aco0u 3 pOCIIMHHOT CHPOBUHA
1.4.1.2. ToMeonaTuyHi JIikapCchKi 3aco0u

1.4.1.3. Inui (3a3Ha4nTH)

1.4.2 Cmepunizayist akmueHux peuosun / OOnOMINCHUX
PeHOBUH/20MOB0I NPOOYKYIT

1.4.2.1. Oinprparis

1.4.2.2. CyxoxapoBa CTepuiIizaiis
1.4.2.3. Crepwizawist mapom
1.4.2.4. XimiuHa

1.4.2.5. F'aMmMa-BUNIPOMIHIOBAHHSI
1.4.2.6. EnexTpoHHO-IIpOMEHEBA
1.4.3. Inui (3a3Ha4nTH)

1.5. ITakyBanHs

1.5.1. Ilepsunne naxysaHHs

1.5.1.1. Kancynm, TBep i

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. 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




1.5.1.2. Kancynu, M'siki

1.5.1.3. XKysanbHi rymMmu

1.5.1.4. ImnpernoBani mMaTpumi

1.5.1.5. Pinunau 171t 30BHIIIHBROTO 3aCTOCYBAHHS
1.5.1.6. PinuHu st BHYTPIIIHBOTO 3aCTOCYBaHHS
1.5.1.7. Menuuni razu

1.5.1.8. Inmi TBepai sikapceki popmu

1.5.1.9. Ilpenapatw mix THCKOM

1.5.1.10. I'eneparopu pamgioHyKITiAIB

1.5.1.11. M'sxi

1.5.1.12. Cynosuropii

1.5.1.13. Tabnerku

1.5.1.14. TpancnepmMaibHi IacTupi

1.5.1.15. Cromarosoriuni MaTepianu

1.5.1.16. Iami HecTepuITbHI TiKapChKi 3acobn
(3a3Ha4mTH)

1.5.2. BmopuHne nakysauns

1.6. IlpoBeneHHst BUNIPOOYBAHBb B PAMKAX KOHTPOJII0
SIKOCTI

1.6.1. Mikpo6ioJoriuHi: CTepHIbHICT

1.6.2. Mikpo©OiooriuHi: Mikpo0ioJIOTidYHa YHCTOTA
1.6.3. Ximiuni/}izuuni

1.6.4. bionoriuni

2. BUPOBHMYI ONEPAIII - AKTUBHI
OAPMALEBTHUYHI IHTPEAIEHTH*

AxruBnuii(i) Gapmaneruunuii(i) iHrpeaieHT(u):

2.1. BUpOoOHHIITBO AKTUBHOI PEYOBUHH IJISIXOM
XiMiYHOIO CHHTe3y

2.1.1. BupoOHHITBO aKTHBHUX NPOMIXHUX PEYOBHH

2.1.2. BUpoOHHMIITBO HEOUYHIIIEHOTO aKTUBHOTO
(hapMameBTUYHOTO iHTPEIi€HTa

2.1.3. ConeyTBOpEHHS / OUMIIICHHS: (3a3HAYUTH)

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




(HampuKIIa, KpUCTAII3aIis)
2.1.4. Inmri (3a3HaYNUTH)

2.2. OTpuMaHHS AKTHBHOTO (hapMaleBTHYHOIO
IHrpenieHTa 3 MPUPOAHUX AKepes

2.2.1. OTpuMaHHS PEYOBHUHH 3 POCIIHH

2.2.2. OTpyMaHHs PEUOBUHU 3 TBAPHH

2.2.3. OTpuMaHHS PEUOBHUHHU 3 JIFOJCHKOTO JHKEpea
2.2.4. OtpuMaHHs PEYOBHHH 3 MIHEPAJIBHOTO JKepera

2.2.5. Monudixarisi OTpPUMaHOT pEUOBHHU (3a3HAYUTH
JKEpeIo)

2.2.6. OunineHHs1 OTPUMAaHO1 PEYOBUHH (3a3HAYUTH
JIKEpeIo)

2.2.7. Inmre (3a3HAYUTH)

2.3. BupoOHHITBO aKTHBHOIO0 (papMaleBTHYHOIO
iHrpeieHTa 3 BUKOPUCTAHHAM 0i0JI0TiYHUX MpoLeciB

2.3.1. depmenTartis

2.3.2. KynpTypa KIiTHH (3a3HaYUTH TUIT KITITHH)
(manpukmaz, ccasiiB / OakTepiaibHi)

2.3.3. Bunienss / OuunieHas
2.3.4. Monudikaris
2.3.5. Inme (3a3Ha4NTH)

2.4. BupoOHHITBO CTePUJILHOIO AKTHBHOTO
(papmaneBTHUHOTO iHTpemienTa (po3aim 3.1, 3.2, 3.3,
3aN0BHIOKOTHCS 32 HEOOXiTHOCTI)

2.4.1. Acenrn4HO BUTOTOBJIEHI

2.4.2. Tlpenapatw, Mo MiIIAI0THCS KiHICBIH
cTepuizarii

2.5. CtyneHi 3arajbHoi 00po0KH

2.5.1 Crymneni ¢i3uaH0i 00poOKH (3a3HAYNTH)
(HampuKIIa, CYIIiHHS, TOAPIOHCHHS / MiKPOHI3aIlis,
MPOCIFOBaHHS)

2.5.2. llepBuHHe MaKyBaHHS (3aKyOPIOBAHHS /
repMeTHu3allis akTHBHOTO (papMalieBTUYHOTO iHTpelieHTa
MaKyBaJIbHAIM MaTepialioM, SIKHi 3HaXOIUTHCS B
IPSAMOMY KOHTAKTi 3 pE4OBHHOIO)

2.5.3. BropunHe nakyBaHHS (pPO3MILICHHS T€pPMETHYHOT
MEPBUHHOI YIIAKOBKU BCEPE/IMHI 30BHIIIHHOTO
MaKyBaJIbHOTO MaTepiaiy abo koHrelHepa. Lle Takox

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. 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.




BKJIIOYAE B ceOe Oy/b-sKe MapKyBaHHS MaTepiany s
imenTudikamii abo IpocTexxyBaHOCTI (Hymeparis cepii)
AKTHUBHOTO (hapMalleBTUYHOTO IHIPE/TIEHTA)

2.5.4. Tnme (3a3Ha4nTH) (IS OTIEpAIlil, HE ONIMCAHNX
BUIIIE)

2.6. [IpoBeneHHs BUMPOOYBAHb B PAMKAaX KOHTPOJIIO
AKOCTI

2.6.1. ®i3muHI/XiMIYHI BUTPOOYBaHHS

2.6.2. Mikpo0Oiosoriuni BUIpoOyBaHHS (BUKIIIOYAI0OYN
BUMPOOYBAHHS CTEPUILHOCTI)

2.6.3. Mikpo©bionoriuni BUpoOyBaHHS (BKIIOYAI0UN
BUIPOOYBaHHS CTEPUIILHOCTI)

2.6.4. bionoriuHi BUIIPOOYBaHHS

3. IHIIA AIAJIBHICTD - AKTUBHI
OAPMALNEBTUYHI IH'PEAICHTHU (3a3nauntn)*

Bynp-sxi 0OMexxeHHs a00 MOSICHEHHS, 110 MAIOTh
BIJIHOIIICHHS JIO LIBOTO cepTHdiKaTa:

YkpaiHcbke (papManeBTHYHE aTeHTCTBO

MicLe3HaxoHKEeHHS:
Tem.:

daxc:

WWW.

* 3amumuTa notpidHe.

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. OTHER ACTIVITIES - ACTIVE SUBSTANCES
<free text>

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

Ukrainian Pharmaceutical Agency

Address:
Phone:
Fax:
WWW.

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

Howmep cropinku / 3aranbHa KUTbKICTh CTOPIHOK



