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1o JlineH3iiHUX yMOB MPOBAKEHHS
rOCTIOIAPCHKOT AiSITBHOCTI
BUPOOHUIITBA JIIKAPCHKHX 3aCO0iB,
OTITOBOI Ta PO3APiOHOT TOPTiBIi
JTIKapChKUMU 3aC00aMH, IMIIOPTY
JKapChKUX 3ac00iB (KpiM aKTUBHHUX
(hapMareBTHYHUX IHTPEIIEHTIB)

Hepoicasnuii I'epo YVrpainu

YKPAIHA
UKRAINE
Hatimenysanns opeany niyensysanms Haiimenysanns opeany niyensysanms
HA AH2NIUCLKIU MOGI
JOJIATOK Ne a0 .JIIHEH3IT ANNEX Ne OF

HA MPOBAIKEHHS rocnoaapcbKoi
IiILHOCTI 3
BUPOBHUIITBA JIIKAPCBKHUX
3ACOBIB

Crtpox mii mineHsii 3
-1

|. 3A'AJIBHA IH®OOPMAIIA

HaiiMeHyBaHHS OPHAUYHOI 0CO0H

Micue3HaxoaKeHHs IOPUIUIHOI 0CO0H

JlineH3oBaHi BHPOOHMYI oOrmeparii BKIIIOYAIOTH
MOBHE Ta/ab0 YacTKOBE BHPOOHMIITBO, BKIFOYAOUH
MIPOIIECH TEPBHHHOTO Ta BTOPHHHOTO MaKyBaHHS,
KOHTPOJIb SKOCTi Ta cepTudikaito cepiif, 30epiranus
Ta AUCTPUOYIIITO.

SIKIIO MiATIPUEMCTBO 3MAIHCHIOE BHPOOHHUIITBO
JMIKapChKUX 3ac00iB 3 BUKOPUCTAHHSAM CyOCTaHIIIi
Ta/abo mpomykiii in-bulk, siki BBa)KarOTHCS BHCOKO
CEHCHOUTI3YIOUNMH, CUIBLHOJIFOUNMH abo
BHCOKOTOKCHYHUMHM (HaINlpuKiIaj, JKapchki 3acodw,
SIK1 MICTSITB JKMBI KIIITHHH, TOPMOHH, CY/Ib(haHLIaMiaun,
B-makTaMHi AQHTHOIOTHKM, Taki SK IICHIWIIHH,
1e¢haoCIoprHH, TIeHEMH, kapoOaredemu,
MOHOOAKTaMH,  iHIOIi ~ BHCOKO  CEHCHOLI3YyIOUi
Marepiaiv, HaToreHHi OpraHi3aMu, IIUTOTOKCHUHK) abo,
SKi ~ MarOTh TeBHY  HeOe3meky  (HampUKIAZ,
paniodapmaneBTH4Hi), Ipo L€ TOBHHHO OyTH
3a3HAYEHO SIK OOMEKEHHS a00 MOSICHEHHS, 10 MAa0Th
BIIHOIIEHHS JI0 1€l JTileHsii.

1. IHOOPMALIA ITPO AIAJBHICTD 3
BUPOBHHUIITBA JIIKAPCBKHUX
3ACOBIB

(Oanuii po30in 3aN0BHIOEMBCS OISl KOJICHO2O OKPEMO20
Micys nPo8aodCceHHs OIANbHOCMIE (015 KONCHO20 Micys.
npoeaoddcents OIAIbHOCMI, sKe 3HAX00UMbCs 3d

MANUFACTURING AUTOHIZATION
FOR MEDICINAL PRODUCTS

the license is valid from
-1

I. GENERAL INFORMATION

Name of the Manufacturing License holder

Legally registered address of
Manufacturing License holder

Licensed manufacturing operations include
complete and/or partial production, including primary
and secondary packaging operations, quality control and
batch certification, storage and distribution.

If the company produces medicines using API and/or in-
bulk products, which are considered as highly
sensitizing, potent or highly toxic (eg, medicines that
contain living cells, hormones, sulfonamides, p-lactam
antibiotics such as penicillins, cephalosporins, penems,
carbacephems, monobactams, other highly sensitizing
materials, pathogenic organisms, cytotoxins) or
constitute a danger (eg, radiopharmaceutical), it should
be noted as a scope or explanation related to this license.

Il. INFORMATION ABOUT ACTIVITIES
OF MEDICINAL PRODUCTS

MANUFACTURING
(this section shall be filled for each separate site of
activities (for each site conducting activities, which is
located at another address))



iHWow adpecoro))

Azpeca Micusi IPpOBaIKeHHs AisNIbHOCTI

(6ubpamu HeobXione 3i CHUCKY) .
1. BUPOBHUYI OIIEPALII — JIKAPCBKI
OOPMHN

1.1 CrepuabHi npoayKTH

1.1.1 AcenTuyHO BUTOTOBIICH (BUPOOHMYI oreparii furs
HACTYIHUX JIIKapchKuX (Gopm)

1.1.1.1 PiguHN B yrmakoBKax BEJIHKOTO 00’ eMy

1.1.1.2 Jliodinizatu

1.1.1.3 M’sxki

1.1.1.4 PinuiHU B yImakoBKax Majioro o0’eMmy

1.1.1.5 TBeppi Ta iMIJIaHTaHTH

1.1.1.6 IHmri acenTHYHO BUTOTOBIICHI NPOIYKTH (3a3HAYHUTH)
(B 1.1.1.6 «Inwi acenmuuno 6u2omosieni npoOyKmu»
MOdHCYMb  Oymu  3a3HaueHi,  Hanpuxiao, «Bupobnuymeo
CMEPUNbHOT AKMUBHOI PEUOBUHILY )

1.1.2 o mimmaroTbest KiHIEBIH crepmmizamii (BUpoOHMY1
oreparii Ut HaCTYIHUX JIIKapCEKUX (opM)

(VY paszi axwo «kinyesa cmepunizayisi npooykmy He
30TlICHIOEMbCA HA MICYI 8UPOOHUKOM, A 34 KOHMPAKIMOM
IHWUM  6UPOOHUKOM, KOMeHmap, makuil fK —«KiHyeed
cmepunizayia  2amMma-onpoMiHeHHAM 30IUCHIOEMbCA  THUUUM

BUPOOHUKOMY MaE Oymu 3a3HaqeHuti no 8iOHOWeHHIO 00 yiel

JKAPCLKOI (hopMU 8 YMOUHIOIOUUX NPUMIMKAX).

1.1.2.1. Pinunu B ynakoBKax BEJIMKOTo 00’ eMy
1.1.2.2. M’siki

1.1.2.3. PizuHu B yIIaKoBKax Majoro 00’eMy
1.1.2.4. TBepai Ta iMITaHTaTH

1.1.2.5. Iami npoayKTH, IO MiANAI0ThCs KiHIEBil
crepuizanii (3a3HaYUTH)

1.1.3. Ceprudikamist cepiit

(Bacmocosyembess o ecix cmepunbhux IiKapcoKux Gopm,
AKWO BIONOGIOHI 0OMENCEeHHs He 6KA3AHI 6 VMOUHIOUUX
NPUMIMKAX).

1.2 HecTepubHi mpoayKTH

1.2.1. HecrepuibHi npoxaykTu (BUpOOHMYI omepartii s
HACTYIHUX JIIKapChKUX Gopm)

1.2.1.1. Kancymn, TBepai

1.2.1.2. Kancymu, M’siki

1.2.1.3. XKyBanpHi rymu

1.2.1.4. ImnpernoBaHi MaTpHIi

1.2.1.5. PiauHu 151 30BHILIHBOTO 3aCTOCYBAHHS
1.2.1.6. Pinuau Ju1st BHYTPIITHBOTO 3aCTOCYBAHHS
1.2.1.7. Menuuni ra3u

1.2.1.8. Inmi TBepai nikapchKi hopmu

1.2.1.9. IIpenapaTy mix THCKOM

1.2.1.10. T'enepaTtopu pagioHyKIiaiB

1.2.1.11. M’sixi

1.2.1.12. Cyno3zutopii

1.2.1.13. Tabnerkn

1.2.1.14. TpancaepManbHi IIacTHpi

1.2.1.15. Cromaromnoriuti Matepianu

1.2.1.16. IHu1i HecTepuIIbHI JIiIKapChKi 3aC00U (3a3HAYHUTH)

(1.2.1.9 «llpenapamu nio muckom» - ye npenapamiu 8
cneyianbHux —Kommetinepax nio muckom easy. Axuwo,
HANpUKNao, — piOKull — aepo3oiib  6USOMOGLEHO — WLIAXOM
MEXAHIYHO20 HANOBHEHHs HACOCOM, MAKa 00308aHa Gopma
nosunna Oymu eusnavena sk «Piouna 018 308HIUWHBO2O
sacmocysannsiy  abo  «Piouna  Ons 6HYMPIUHBLO20
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Address of manufacturing location

(select the necessary from the list)
1. MANUFACTURING OPERATIONS -

DOSAGE FORMS

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>
(Examples of activities to be captured under 1.1.1.6 «Othery-
«Manufacture of sterile active substance»

1.1.2 Terminally sterilized (processing operations for the
following dosage forms)

(Where terminal sterilization of a product is not carried out
on site by the manufacturer but is contracted out to another
site, a comment such as «terminal sterilization by gamma
irradiation is outsourced to another site» should be entered in
relation to that dosage form in the clarifying remarks section).

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 sterilized prepared products <free
text>

1.1.3 Batch certification
(This is understood to apply to all sterile dosage forms unless
restrictions are stated in the clarifying remarks).

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 Pressurized 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 >

(1.2.1.9 «Pressurized preparations» are defined as
preparations presented in special containers under pressure of
a gas. If, for example, a liquid aerosol is generated by
mechanical pumping action rather than a propellant then such
dosage forms would be categorised as «Liquids for external
use» or «Liquids for internal use», as appropriate.



3ACMOCYBANHSLY.
Ipuxnaou OisinbHocmi, AKI  ModxCymv  Oymu  3a3HaA4eHi
1.2.1.16 «lnwiy:

«Bupobnuymeo nanienpooyxkmyy (noeunui 6ymu GusHaueHi,
HanpuKiao, nopowKy 0Jist nOOAIbLULOT 0OPOOKU
«HAOKancynayiay (ys QisibHicmb 3azeuatl
BUKOPUCTOBYEMBCSL 00 O0CTIONCYBAHUX TIIKAPCOKUX 30008
ma ix KOHmMpoAb Modce GIOPIZHAMUCS 6i0 CMAHOAPMHO2O
0715 KANCyn meepoux).

1.2.2. Ceprudikauis cepiit

(Bacmocosyemocs do ecix HecmepunbHUX AIKAPCLKUX POPM,
AKWO  GIONOGIOHI OOMEINCEHHS He BKA3AHI 6 YMOUHIOIOUUX
NPUMIMKax).

1.3. Biosoriuni Jiikapcbki 3acoon

(Busnauenns 6ionociunoeo aikapceko2o 3acoby / 6ionoziuynoi

cyocmanyii.

bionociunuii  nikapcokui  3acio - ye aiKapceKuil 3acio,
AKMUBHA PEHOBUHA AKO20 € DI0N02IUHOI0 CYOCmanyicio;
Fionoziuna cybecmanyis - pevosuna, saxa eupobnaecmocs abo
excmpazyemsbcs 3 0ion02iun020 Odcepena, i Aka nompeodye
ons il xapakmepucmuku ma  6u3HaueHHs i AKOCMI
KOMOIHayii  i3uko-Ximiko-0iono2iunux — 6unpodysams, a
MAaKodIc BUPOOHUUO20 NPOYeCy ma 1020 KOHMPOIIO).

1.3.1. BionoriuHi JiKapchKi 3aco0u

(Knacugirayia 6ionoeiunux npooykmis.

Hacmynui kamezopii nosunni 6uKopucmo8yeamucs, sAKuo
BUPOOHUYA OiNbHUYA BUKOHYE OVOb-5KI 8UPOOHUYI onepayii,
noe’sa3ani 3 GUPOOHUYMBOM  OIONIOSTYHUX — NPOOYKMIE.
Bupobnuymeo  6ionociunoi  cybcmanyii  modce  Oymu
yacmuHor  6e3nepepeHozo  npoyecy Npu  BUPOOHUYMEI
20M06020 6ioN02iuH020 NPOOYKMY 1 yi onepayii maxodc
noGuHHI OYmMu 3A3HAYEHI 8 PAMKAX Yb02O pO30iny, Oe ye
Odopeuno. HAxuo niyeH3osani onepayii maxKoxic 6KI0O4AIOMs 8
cebe  BUSOMOGIEHHST 20MOGOI  NIKApPCbKoi  opmu  Ons
6iono2iuno20 NPoOyKmy, mo Gionogiona Jnikapcvka ghopma
NOBUHHA MAKOXNC OYMU 3a3HAYeHa 6 JNiyeusii (Hanpukiao,
1.1.1.2 mioghinizam).

Ilpenapamu kpoegi

L0 kamezopito crio eubupamu, e € 8upoOHUYI onepayii, wo
BUKOHYIOMBCSL MO BIOHOWEHHIO 00 0OI0JI02IUHUX NPOOYKMIe,
wo Micmamv aKmMugHy pevuosuHy, 6udileny 3 Kpoei.
Ipuxnaou maxux nNPoOyKmMié  GKIOUAIOMb  ANbOYMIH,
Gaxmop naazmu VIII abo imynoenobyninu, axi ompumani 3
kpogi. O6pobra ¢akmopa VIII, skuii eupobisemvcs 3
BUKOPUCTAHHAM Memoody GIOMeXHON02il, He BKIYAmMb 8
Yo Kamezopiio.

Imyrnonozciuni npooykmu

s kameeopis nosunna Oymu obpana, Oe € 6UpOOGHUUI
onepayii, 30ilicHIO8aHI npu 8UPOOHUYMET bionpenapamis, AKi
Maoms IMYHOIO2IYHULL Memo0 il (HaNPUKIAO, 6aKYUHU).

Ipooyxmu knimunnoi mepanii

L]n kameeopisn noeunna Oymu obpaua, O0e € 6UPOOHUYI
onepayii, sKi 30ILUCHIONOMbCS NPU GUPOOHUYMEL NPOOVKMIE
KATMUHHOI mepanii.
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Examples of activities to be captured under 1.2.1.16 «Otherx»:
«Manufacture of intermediates» (these should be specified e.g.
powders for further processing)

«Overencapsulation» (this activity is usually applicable to
IMPs and controls may differ from those used in filling a
standard hard shell capsule product).

1.2.2 Batch certification
(This is understood to apply to all non-sterile dosage forms
unless restrictions are stated in the clarifying remarks).

1.3 Biological medicinal products

(Definition of a Biological Medicinal Product / Biological
substance.

Biological medicinal product: is a medicinal product, the
active substance of which is a biological substance;

Biological substance: is a substance that is produced by or
extracted from a biological source and that needs for its
characterisation and the determination of its quality a
combination of physico-chemical-biological testing, together
with the production process and its control).

1.3.1 Biological medicinal products

(Categorisation of Biological Products.

The following product categories should be used to identify if a
site is carrying out any processing steps relating to the
manufacture of a biological product. The manufacture of the
biological substance may be part of the continuum of
processing steps in the manufacture of the finished biological
product and these operations should also be captured under
this section, where appropriate. Where the authorised
operations also include manufacture of the finished dosage
form for the biological product then the relevant dosage form
should also be selected on the license (e.g. 1.1.1.2
Lyophilisates).

Blood products

This category should be selected where there are processing
operations performed in relation to biological products
containing an active substance isolated from blood. Examples
of such products include albumin, plasma Factor VIII or
Immunoglobulins  which are isolated from blood. The
processing of Factor VIII which is manufactured using a
biotechnology method would not be included in this category.

Immunological products

This category should be selected where there are processing
operations carried out in relation to manufacture of biological
products which have an immunological mode of action (e.g.
vaccines).

Cell therapy products

This category should be selected where there are processing
operations carried out in relation to the manufacture of cell
therapy products.



IIpoodyxmu eennoi mepanii

s rameeopis nosunna 6ymu obpaua, Oe € 6uUpPOOHUUI
onepayii, 30ICHI08aH] NPU BUPOOHUYMEB] NPOOVKINIE 2eHHOT
mepanii.

biomexnonoziuni npooyxkmu

biomexnonoeia exnouac 6 cebe GUKOPUCIANHS 2EHEMUYHO
MOOUQpikosanux KumuH ccaeyie abo MIKPOOPSAHI3MIE
(nanpukiad, 6axmepitl abo Opixcocig), abo OionoiuHux
cyocmanyii - (Hanpuknao, ¢epmenmis), y SUpOOHUYMEO
bionociunux npooykmie. Lla xameeopia noeunna 0ymu
obpana, Oe ¢ Gupobnuui onepayii, 30ilicHIO8aHT npu
BUPOOHUYMBI  OIONI02IUHUX NPOOYKMIE 3 GUKOPUCIIAHHAM
biomexnoa02il.

IIpenapamu, excmpazogani 3 mxkanuH 1100UHU OO MEAPUH
L[n kameeopis noeunna Oymu obpaua, O0e € 6uUpPOOHUYL
onepayii, 30iUCHIOBAHI Npu  SUPOOHUYMEE  OI0I02IUHO20
NPOOYKmy, wo MICUms aKMueHi pedyosunu, OMpUMaui 3
noounu  abo meapun  (KAiMuny, MKAHUHU, PIOUHU), 3d
BUHAMKOM KPOSL.

Jlikapcwki 3acobu mKanuHHOI iHdceHepil

s xameeopis nosunna Oymu obpama, Oe € BUpPOOHUUI
onepayii, 30iliCHIOBAHT NPU UPOOHUYMET TIKAPCHKUX 34008
MKAHUHHOI THOHCeHepIi.

Inwii 6ionoeiuni nikapcoki 3acobu (3aznauumu)

La xameeopis nosunna Oymu obpama, Oe € BUPOOHUUI
onepayii, 30ilicHIO8aHI Npu  BUPOOHUYMSE  0I0I02TYHO2O
npooykmy, sAKuill 6KIouaE 6 cebe OI0N02IUHO AKMUBHY
cybcmanyiro, AKa 3a3HaA4eHa suuye).

1.3.1.1. IIpenapatu xpoBi

1.3.1.2. ImyHOGiONOT19HI JiKapChKi 3ac00U

1.3.1.3. JlikapchKi 3aco0M KITITHHHOI Tepartii

1.3.1.4. Jlixapchbki 3acobu TeHHo1 Tepamii

1.3.1.5. biorexHoOri4HI JIIKapchKi 3aco0n

1.3.1.6. IIpenapatu, ekcTparoBaHi 3 TKaHHUH JIOUHH a00
TBapvH

1.3.1.7. JlikapchKi 3aco0HM TKaHWHHOI iHXeHepil

1.3.1.8. Inmmi 6ionoriuHi JikapchKi 3acobu (3a3HAYUTH)

1.3.2. Ceprudikauis cepiit (epenik)

(L{a xamezcopia nosunna Oymu obpama y paszi ocmamouuoi
cepmughixayii Ynoenosaicenoro 0cobor 2omoegoi nikapcvkoi
¢opmu  bOionpenapamy. 3anucu maxodic nNoGUHHI OyMU
3pobneni  gionosiono oo 1.1.3 abo 1.2.2, y pasi
HeoOXiOHoCcmI, Wob 61000pasumu mun JKapcvkoi hopmu,).

1.3.2.1. IIpenapatn xpoBi

1.3.2.2. ImyHoGionorivHi JlikapchKi 3aco0u

1.3.2.3. JlikapchKi 3aco0M KITITHHHOT Tepamii

1.3.2.4. Jlikapcbki 3acobu reHHOT Teparil

1.3.2.5. bioTexHOMOT14HI JTiKapchKi 3aco0H

1.3.2.6. IIpenapary, ekcTparoBasi 3 TKAHUH JIOIUHH a00
TBapuH

1.3.2.7. Jlikapchbki 3ac00M TKaHUHHOI iHXeHepil

1.3.2.8. Inmi GionoriuHi ikapchKi 3aco0M (3a3HAUYNTH)

1.4. Inwi npoaykTi 260 BUPOOHUYA AiJIbHICTH

(IIpumimxa: xKonu 8upoOHUK 30iliCHIOE 8UPOOHUYT onepayii
n06’A3aHi 3 GUPOOHUYMEOM POCIUHHUX AOO 20MEONAMUYHUX
JNIKAPCLKUX Qopm  (Hanpuxiad, madniemxu), 60HU MAlOmMb
Oymu 3azHaveHi 015 8i0N06IOHOI HiKapcvKoi hopmu (po3dinu
1.1 ma 1.2) 0ooamkoso 0o 3anucy 6 nioposoini Hudicue.
AHrwo 8upoOHux niyeHzosamuil 015 GUPOOHUYUX onepayill
MinbKu O POCAUHHUX aAOO 20MeonamuyHux JNiKapcoKux
@opm, mo nosunna Gymu Ymouniooua npuMimka («minbKu
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Gene therapy products

This category should be selected where there are processing
operations carried out in relation to the manufacture of gene
therapy products.

Biotechnology products

Biotechnology includes the use of genetically modified
mammalian cells or micro-organisms, (e.g. bacteria or yeasts),
or biological substances (e.g. enzymes), in the manufacture a
biological products. This category should be selected where
there are processing operations carried out in relation to the
manufacture of biological products using biotechnology.

Human or animal extracted products

This category should be selected where processing steps are
carried out in relation to the manufacture of a biological
product containing active substances derived from human or
animal sources (cells, tissues, fluids), with the exception of
blood.

Tissue engineered products

This category should be selected where processing steps are
carried out in relation to the manufacture of tissue engineered
products.

Other biological medicinal products (specify)

This category should be selected where processing steps are
carried out in relation to manufacture of a biological product
which includes a biological active substance which does not fit
into the previously).

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)

(This section should be completed with regard to final QP
certification of the finished dosage form of a biological
product. Entries should also be made under 1.1.3 or 1.2.2, as
appropriate, to reflect the type of dosage form being certified).

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

(Note: where a manufacturer carries out processing steps in
relation to herbal or homoeopathic dosage forms (e.g. tablets)
then there should be an entry for the relevant dosage form
(sections 1.1 to 1.2) in addition to the entry in the section
below. Where the facility is only authorized for manufacturing
operations in relation to herbal or homoeopathic products
then a clarifying remark («herbal products only» or
«homoeopathic products onlyy) should be included in relation



POCIUHHI  NpOOYyKm»  abo  «20MeonamuyHi — NpoOyKmu
MINLKUY), NPO Ye NOGUHHO OYMu 3a3HAHEHO Y GIONOGIOHII
iKapcwkitl ghopmi / supobnuyiti onepayii' y aiyensii).

1.4.1. BupoOHUITBO:

1.4.1.1. I[IpoxyKTH 3 POCIUHHOI CHPOBHHH

1.4.1.2. l'omeonaTnyHi npenapaTtu

1.4.1.3. [amri (3a3Ha4UTH)

1.42 Crepunizamiss  aKTUBHHX  PEYOBHH/IOMOMIXHUX
PEYOBHH/TOTOBOT IPOLYKIiT
(Leii po30din npusHayenuil 01 UNAOKIB, KOIU OISIbHICMb 3

cmepunizayii He € YACMUHON GUPOOHUYMEA 00308aHOL

Gopmu, HAnPUKIAoO, KOMU BUPOOHUK 30ILICHIOE CMePUNI3ayilo
npooykmy — MemooomM — 2aMMA-GUNPOMIHIOBAHHA 34
KOHMPAKMOM 8i0 IMeHI IHU020 8UPOOHUKA).

1.4.2.1. Oinprpanis

1.4.2.2. CyxoxapoBa crepumizalis
1.4.2.3. Crepwuiizariis mapom
1.4.2.4. XimiuHa

1.4.2.5. 'amma-BHIIPOMiHIOBaHHS
1.4.2.6. EnekTpoHHO-IIpOMEHEBA

1.4.3. Iammi (3a3Ha4uTH)

(Ilpuknadu disnbrocmi, sika modce 6ymu 3a3nayena 6 1.4.3
- «30epicannay («36epicanHay HOCUMbCA Y 8UNAOKY, KOIU
6UpPOOHUK  30ilicHIoE  Tuule cepmuixayiro  cepii  ma
30epieanHs 1iKapcoKux 3aco0is).

1.5. IlakyBanHs

1.5.1. [lepBuHHE aKyBaHHS

(Ilepsunne naKyeanHs. CMepUIbHO20 npooykmy
BUBHAYACMbCA  AK  4ACMUHA — BUPOOHUYUX — onepayil,
3aznavenux 6 po3oini 1.1 cmocoeHo cmepunbHux HiKapcoKux
3aco0i8, AKWO GIOCYMHI 0OMEdNHCeHHsT N0 GIOHOUWEHHIO 00
KOHKDEemHOI NiKapcobkoi ghopmuy).

1.5.1.1. Kancynu, TBepai

1.5.1.2. Kancynu, M’siki

1.5.1.3. XKyBanbHi rymu

1.5.1.4. IMnpersoBaHi MaTpuIl

1.5.1.5. PiguHu [y1s1 30BHILIHBOTO 3aCTOCYBaHHS
1.5.1.6. Piguau 1711 BHYTPIMIHBOTO 3aCTOCYBAHHS
1.5.1.7. Menuuni ra3u

1.5.1.8. Inui TBepi ikapchbki GopMu

1.5.1.9. [Ipenapatu mig THCKOM

1.5.1.10. 'enepaTopu pamioOHyKIiIiB

1.5.1.11. M’sixi

1.5.1.12. Cyno3zutopii

1.5.1.13. Tabnerkn

1.5.1.14. TpaHcnepMambHi IIACTHPL

1.5.1.15. Cromaromnoriuti Matepianu

1.5.1.16. Inuri HecTepuIIbHI JIiIKapChKi 3200 (3a3HAYUTH)

(Ilpuxnadu OisteHocmi, siKa Modice OYymu  3A3HAYEHA 6
1.5.1.16 «lHwi HecmepunbHi TIKApCoKi 3acoouy

Axwo  upodbHux 30ilicHioe  hepeunHe NAKY8AHHA, 4 He
¢axmuune nosme BUPOOHUYMBO TNIKAPCLKOI ¢hopmu, sKe
32000M NIOOAEMbCA KiHYesill cmepunizayii, maka nikapcvka
¢opma mae 6ymu 3aznauena ¢ 1.5.1.17 «lnwi necmepunvhi
aikapceki - 3acobuy Ak «llepsunne naxyeamma (Hazea
0o306aHoi  ¢hopmu), AKa niodaemucsi KIHYegitll
cmepunizayiiy).

1.5.2. BropuHHe nakyBaHHS

(V pasi, saxwo niyen3o8aHo GmMopunHe NAKVEAHHS, ye
CMOoCyemuesl ycix 00308aHuX Gopm, AKWO iHULe He 3a3HAYEHO
6 P03 AICHIOIOYUX NPUMIMKAX).
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to the dosage forms / manufacturing operation authorized on
the license).

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 Sterilization of active substances/excipients/finished
product

(This section is intended to be completed where these
sterilization activities are not carried out as part of the
manufacture of a dosage form, for example, where the
manufacturer is a contract sterilization facility performing
gamma irradiation of products on behalf of other
manufacturers).

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>

(Examples of activities to be listed under 1.4.3 - ‘Storage’ (for
example ‘storage’ would be included here where a site only
carries out batch certification and storage of medicinal
products).

1.5 Packaging

1.5.1 Primary packing

(Primary packing of a sterile product is taken as being
included as part of the processing operations covered under
sectionl.1 in relation to sterile products unless a comment to
the contrary is entered in the clarifying remarks in relation to
the particular dosage form).

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 Pressurized 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 >

(Examples of activities to be captured under 1.5.1.16 «Other
non-sterile medicinal productsy: If the manufacturer carries
out primary packing but not the actual manufacture of a
dosage form which subsequently undergoes terminal
sterilization, a statement as below should be entered under
«Other non-sterile medicinal products» 1.5.1.17.

«Primary packing of (name of dosage form) which undergoes
terminal sterilizationy»)

1.5.2. Secondary packing

(Where secondary packaging is authorized it is understood to
apply to all dosage forms unless otherwise specified in the
clarifying remarks).



1.6. IlpoBeaeHHss BMUNPOOYBaHb B PaMKaX KOHTPOJIIO
AIKOCTI

(Axwo eupodHuK niyeH308aHull 0N NPOBEOEeHHsT KOHMPOIO
AKocmi, 8IONOGIOHI Kameeopii KOHMpOmo NOSUHHI Oymu
3a3Haueni Huxfcye).

1.6.1. MikpoOionorivHi: CTepUIBHICTh

1.6.2. Mixpob6iosoriuHi: MikpoOioJIoTiqHa YHCTOTa

1.6.3. ®i3uuni/ximMiuHi

1.6.4. Bionoriuni

2 BUPOGHUYI OMEPAIIIL - AKTUBHI
GOAPMAIEBTUYHI IHT'PEAIEHTHA

2.1 BupoGHMITBO AKTHBHOI PeYOBHHHU LLIAXOM
XiMi4YHOT0 CUHTEe3Y

2.1.1 BUpOOHHUITBO aKTUBHUX MPOMDKHUX PEYOBUH

2.1.2 BupoOHUITBO HEOYHIIIEHOT'O AKTUBHOTO
(hapMareBTHIHOTO IHTPENi€HTy

2.1.3 ConeyTBOpeHHS / OUHILICHHS: (3a3HAYNTH) (HATIPUKIIA],
KpHUCTaTI3aIlis)

2.1.4 Inwi (3a3Ha4NTH)

2.2 OTpuMaHHs aKTUBHOIro ()apManeBTUYHOIO
IHIpei€HTY 3 MPUPOXHUX [TKepeJ

2.2.1 OTpuMaHHS pEYOBHUHH 3 POCIHH

2.2.2 OTpuMaHHS PEYOBHHH 3 TBAPUH

2.2.3 OTpuMaHHS pEUYOBHHH 3 JIIOJCHKOTO JKEpena
2.2.4 OtpuMaHHS PEYOBHHU 3 MiHEPAJILHOTO JDKEperia
2.2.5 Moaudikanisi OoTpUMaHOi pEYOBHHY (3a3HAYUTH
JDKEpeIo )

2.2.6 OuuieHHs OTpUMaHOI PEUOBUHH (3a3HAYUTU
JDKEpeIio)

2.2.7 Iamie (3a3HAYUTH)

2.3 BUpOOHMUTBO AKTUBHOTO (papMaleBTUHYHOTO
iHrpeni€HTy 3 BUKOPUCTAHHAM 0i0JIOTiYHMX MpoueciB
2.3.1 depmenTartis

2.3.2 KynpTypa KIITHH (3a3HAYUTH THIT KJIITHH) (HaIIPHUKIIA],
ccaBIliB / GakTepiabHi)

2.3.3 Buninenus / O4uniesss

2.3.4 Moaudikartist

2.3.5 Inme (3a3Ha4uTH)

2.4 BuUpoGHHUTBO CTEPUIBbHOI0 AKTHBHOTO
(apmaneBTHYHOrO iHrpenienTy (po3ainm 2.1, 2.2, 2.3,
3aM0BHIOIOTHCS 32 HEOOXITHICTIO)

2.4.1 AcenTHYHO BUTOTOBJICHI

2.4.2 TlpenapaTu, 110 MiAAAIOTHCA KiHIIEBINA cTeprtizamii

2.5 Cryneni 3arajbHoOY 00podKku
2.5.1 Crymeni ¢i3naHO1 00p0OOKH (3a3HAYHUTH)

(HampuKiam, CymiHHSA, NOAPIOHEHHA /  MIKpOHi3amisd,
MIPOCIIOBAHHS)

2.5.2 IlepBuHHE NaKyBaHHS (3aKYIOPIOBaHHS / TepMeTH3aMis
aKTHBHOTO (papMaleBTUYHOTO IHIPEIiEHTY MNaKyBaJbHUM
MaTepiajioM, SKHA 3HAXOIWTHCS B TPSIMOMY KOHTAKTi 3
PEYOBHHOIO)

2.5.3 BropunHe mnakyBaHHS (PO3MIIIEHHSA T'E€PMETUYHOL
MIEPBUHHOI YIAKOBKH BCEPEIHHI 30BHIIIHBOTO [TAKYBAIBLHOTO
Marepiany abo koHrtelHepy. lle Takox BkiIoyae B cebe
Oynp-siKe MapKyBaHHS MaTepiany mns igeHTHdikamii abo
IIPOCTEXKYBAaHOCTI (mymepaist cepii) AKTUBHOI'O
(bapMaleBTUYHOTO iHTPEIIEHTY)

2.5.4 Tame (3a3Ha9uTH) (AU OTIEparii, HEe OMMCAHUX BHIIE)

2.6. IIpoBeneHHs BUNPOOYBaHb B paMKaX KOHTPOJIIO
SIKOCTI

2.6.1. ®i3uyHi/XiMiuHI BUPOOYBaHHS

2.6.2. Mikpo06ionoriqai BUIPOOYBaHHS (BUKIIOYAIOYH
BUIIPOOYBaHHS CTEPHIEHOCTI)

2.6.3. Mixpo0ionorigai BUIpoOyBaHHS (BKJIIOYAI0OUH
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1.6 Quality control testing
(Where Quality Control testing is carried out at the site then
authorized categories of testing should be identified below).

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

1.6.4 Biological

2. MANUFACTURING OPERATIONS —

ACTIVE PHARMACEUTIAL INGREDIENTS
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.
crystallization)

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 2.1, 2.2,
2.3 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



BUNIPOOYBaHHS CTEPIIILHOCTI)
2.6.4. Bionoriuxi BUIpoOyBaHHS

3 3BEPII'AHHSA
3.1 36epiraHHsi TOTOBOT MPOIYKIIiT
3.2 36epiraHHsl CHPOBUHHU

3.3 36epiranHs MaTepiaiis

4 BAPOBHULITBO JOCJJUKYBAHUX
JIKAPCbKHUX 3ACOFBIB

4.1. BupobuunrBo sikapcebkux 3aco6is ms I, 11, 11T dasn
KJIIHIYHUX TOCIIIKEHb

1. OCOBJINBI YMOBHA
IMPOBA/IZKEHHA JIAJIBHOCTI

[npopmanis mono VYmnoBHOBaxkeHHX 0ci0
(IL.15.)

[Hdpopmarris 1010 KOHTPAKTHUX BUPOOHHKIB

JKapChKUX 3aco0iB (Haiimenyeanms,
Micye3HaxoOdcenms — ma — Micye — NpoBaOddCeHH:A
JisinbHOCMI)

[Hdopmarris mo10 KOHTPAKTHHUX JIabopaTopin
(HallMeny8aHHs,  MICYE3HAXOOJCeHHs — ma  Micye
npoBadICeH st OisIbHOCMI)

Hpumirkn. Byab-siki 00Me:xxeHHs1 200 MOSICHEHHS, 1110
MaKTh BiTHOIIEHHS A0 i€l JTimens3ii:

Jara u HOMep HaKa3y MPO MPUHHATTS PIlICHHS III0J0
BUAaui nogarka Ne

Jep:xaBHa ciay:x0a Ykpainu 3 JikapchbKuX 3ac00iB
MIIKC BiAMOBIgAIBHOT 0COOH, IIeYaTKa

Anpeca:

Ten.:

dakc:

mailto:

www.diklz.gov.ua
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IIponoBxeHHs n1oaaTKa 9

3 STORAGE
3.1 Storage of a finished products

3.2 Storage of a raw materials

3.3 Storage of a materials

4. MANUFACTURING OF
INVESTIGATIONAL MEDICINAL

PRODUCTS

4.1. Manufacturing of medicinal products for the 1, I1, 11l phase
of clinical trials

I1l. SPECIAL CONDITIONS FOR
CONDUCTING OF ACTIVITY

Information about an Qualified Persons
(Full Name)

Information about contract manufacturers of
medicines (name, address and location of activities)

Information about contract laboratories (name,
address and location of activities)

Remarks. Any restrictions or clarifying remarks related to
the scope of this license:

Date and number of the order about decision making
about issue of the Annex No.

State Administration of Ukraine on Medicinal Products
signature of a responsible person, signet

Address:

Tel.:

Fax.:

mailto:

www.diklz.gov.ua

Stamp

" Ingpopmartis 3a3HaUA€THCS Y BEPXHBOMY KOIOHTHTYIIi KOXKHOI CTOPIHKH JOJATKA 0 JHLeH3iT.
-2 . . . . .
[ndopmanis 3a3Ha4a€THCS y HIKHBOMY KOJIOHTUTYJI1 KOXKHOI CTOPIHKH JOAATKa J0 JIieH3ii.

This English translation is for reference only and is not part of
the official license
Howmep cropinku / 3aranpHa KilbKicTh CTOPIHOK



