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HNCTOPHUA HA ITPOMEHUTE HA PASPEIIEHHUE Ne P-1-00-000/B-I1-00-000
VARIATION HISTORY OF AUTHORISATION Ne P-1-00-000/B-1-00-000

CTpaHumara ce MoIMeHs ¢ BCsika HOBa mpoMsiHa/ This page will be amended if the licence is varied.

Ne

Homep Ha npomsiHaTa
Variation number

Jdara
Date

Onucanne Ha NPOMSAHATA /CBKPaTEeHO/
Variation Details

* B nactosimoto paspeleHne ca OTpa3eHH BCHYKU U3BBPIICHN IPOMEHH B paspelieHue 3a mpou3BoacTo/BHoc Ne P-1-00-000 xsm 00.00.0000r.
* The present authorisation issued on 00.00.0000 covers all accomplished variations in Manufacturing/Importation Authorisation No P-1-00-000
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Pa3pemenue 3a nponzsoacteo/BHoc Ne P-1-00-000/B-1-00-000
Manufacturing/Importation Authorisation No P-1-00-000/B-1-00-000

HPUJIOKEHHUE Ne 1
ANNEX 1

OBXBAT HA PA3PEIIEHUETO/SCOPE OF AUTHORISATION

Hwme u aapec Ha o6exta/Name and address of the site:

[] JlekapcrBenm mpoaykTn 3a XymanHa ynorpeda/Human medicinal products

[l Jlekapcreenn mpoaykTu 3a BeTepunapua ynotpeda/Veterinary medicinal products

PA3PEILIEHA ﬂEﬂHOCTl/I/A UTHORISED OPERATION
[l TIpowmssoncreenn neiinoctn (chriaacuo yact 1)/Manufacturig operations (according to part 1)

] BHoc Ha JekapcTBeHU MPOAYKTH (CbIIacHo YacT 2)/Importation of medicinal products (according to part 2)

Yacr 1/Part | - TIPOU3BOJCTBEHU JEMHOCTH/ MANUFACTURING OPERATIONS

1.1 Crepuinu npoayktu/Sterile products

1.1.1 AcenrrraHo u3roTBeHu/Aseptically prepared
1.1.1.1 Teunoctu c romsim obem/Large volume liquids
1.1.1.2 JImodwunuzatw/Lyophilisates
1.1.1.3 TlonytBbpau Gopmu/Semi-solids
1.1.1.4 Teunoctu c Manbk odem/Small volume liquids
1.1.1.5 Tewbpau ¢opmu u umruantu/Solids and implants
1.1.1.6 [Ipyru acenTHYHO U3rOTBSHH MPOAYKTH <cBOOOJAEH TekcT>/Other aseptically prepared products

1.1.2 Crepunusupanu B Kpaiina onakoBka/Terminally sterilised
1.1.2.1 Teunoctu c rousim obem/Large volume liquids
1.1.2.2 TlomytBbpan Gopmu/Semi-solids
1.1.2.3 Teunoctu ¢ Mask obem/Small volume liquids
1.1.2.4 Teepau popmu u ummnanTu/Solids and implants
1.1.2.5 [pyru npoayKTH CTEpUIN3NPaHU B KpaifHa OmmakoBKa <cBoOoIeH TeKcT>/Other terminally sterilised

prepared products
1.1.3  Ceprudunmpane Ha naptuan/Batch certification
1.2 Hectepuiinu npoayktu/Non-sterile products

1.2.1 Hecrepumau nponykru/Non-sterile products
1.2.1.1 Tewpau xancynu /Capsules, hard shell
1.2.1.2 Mexu kancynu /Capsules, soft shell
1.2.1.3 J»Bku/Chewing gums
1.2.1.4 Nmnperaupanu matputy/Impregnated matrices
1.2.1.5 Teunoctu 3a BbHIIHA yrioTpeba/Liquids for external use
1.2.1.6 Teunoctu 3a BbTpeIlIHa ynotpeda/Liquids for internal use
1.2.1.7 Menuuunacku razoe/Medicinal gases
1.2.1.8 [Ipyru tBbpan nexapctBenu ¢popmu/Other solid dosage forms
1.2.1.9 IlponykTu nox Hansirane/Pressurised preparations
1.2.1.10 Pammonykinennnu renepatopu/Radionuclide generators
1.2.1.11 IonyrBepau hopmu/Semi-solids
1.2.1.12 Cymnozutopun/Suppositories
1.2.1.13 Tabnerxu/Tablets
1.2.1.14 Tpancnepmanau mnactupu/ Transdermal patches
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1.2.1.15 Unrpapymunanau u3nenust/Intraruruminal devices

1.2.1.16 Berepunapuu npemukcu/Veterinary premixes

1.2.1.17 Apyru HeCTEpHIIHHU JIEKAPCTBEHH MPOAYKTH <CBOOOACH TeKcT>/Other non-sterile medicinal
products

1.2.2. Ceprudunupane va naptunu/Batch certification

1.3.

Buosnornynu gexkapcrBenu npoaykru/Biological medicinal products

1.3.1 buosnoru4nu JgekapctBeHu npoaykrtu/Biological medicinal products
1.3.1.1 KpwBuu npoaykru/Blood products
1.3.1.2 Nmynonornuynu nponyktu/Immunological products
1.3.1.3 Tlpoaykru 3a knerbuna tepanus/Cell therapy products
1.3.1.4 TIponyktu 3a renna tepanwst/Gene therapy products
1.3.1.5 Buorexnonoruwunu npoayktu/ Biotechnology products
1.3.1.6 TIpomyKTH OT YOBEIIKM MJIH )KUBOTHHCKH npousxoy/ Human or animal extracted products
1.3.1.7 Ipoxykru, momydeHn Ype3 ThKaHHO WHXKeHepcTBo/ Tissue engineered products
1.3.1.8 [JIpyru Ouosornysay ekapcTBeHu npoayktu/ Other biological medicinal products

1.3.2 Ceprudunupane va naptunu/Batch certification
1.3.2.1 Kpwuu npoaykru/Blood products
1.3.2.2 WUmynonoru4nu npoaykru/Immunological products
1.3.2.3 Tlpoaykru 3a knerbuna tepanus/Cell therapy products
1.3.2.4 Tlponykru 3a renna tepanus/Gene therapy products
1.3.2.5 BuortexHonoruuHu npoayktu/Biotechnology products
1.3.2.6 TIpoaykTH OT YOBEIIKH WM XMBOTUHCKH Tipousxon/Human or animal extracted products
1.3.2.7 IlpomykTH, moy4eHH Ype3 ThKaHHO UHKeHepcTBO/ Tissue engineered products
1.3.2.8 JIpyru GMOJIOTHYHHM JIEKAPCTBEHH MPOLYKTU<CBOOOKEH TeKcT>/Other biological medicinal
products

14.

Jpyru npoayKTH WIu NPOM3BOACTBEeHH AeiiHocTH/Other products or manufacturing activity

1.4.1 TpousBonctBo Ha/Manufacture of:
1.4.1.1 Bunkosu npoaykru/Herbal products
1.4.1.2 Xomeonarnuau npoaykte/ Homoeopathic products
1.4.1.3 Hpyru <cBobonen texct>/ Other

1.4.2 Crepmnm3anus Ha aKTUBHH BEIECTBA/IIOMOIIHH BeIeCTBa/KpaeH poayKt/ Sterilisation of active
substances/excipients/finished product:
1.4.2.1 ®wunrpupane/Filtration
1.4.2.2 Cyxo crepunusupane/Dry heat
1.4.2.3 Crepunusupane ¢ BoaHa mapa/Moist heat
1.4.2.4 Xumuuna/Chemical
1.4.2.5 T'ama neuenune/Gamma irradiation
1.4.2.6 Enexrponen notok/Electron beam

1.4.3. Ipyru <cBoOoaeH Tekct>/Other

1.5.

OnaxoBane/Packaging

1.5.1. [IspBuanO onakoBane/Primary packing
1.5.1.1 Tewepmu xancynu / Capsules, hard shell
1.5.1.2 Mexwu kancynu /Capsules, soft shell
1.5.1.3 JIsBku/Chewing gums
1.5.1.4 Vmnperuupauu marputm/Impregnated matrices
1.5.1.5 Teunoctu 3a BBHIIHA yrioTpeba/Liquids for external use
1.5.1.6 Teunoctu 3a BbTpenIHa ynoTpeda/Liquids for internal use
1.5.1.7 Menaunuucku razose/Medicinal gases
1.5.1.8 [pyru tTBBpau JiekapctBeHu Gopmu/Other solid dosage forms
1.5.1.9 TIlponyxtu nox Hansrane/Pressurised preparations
1.5.1.10 Papnonyxneunnu renepatopu/Radionuclide generators
1.5.1.11 Ionyrspan/Semi-solids
1.5.1.12 Cymnosuropuu/Suppositories
1.5.1.13 Tabnerku/Tablets
1.5.1.14 Tpaucaepmannau mnactupu/ Transdermal patches
1.5.1.15 Wnrpapymunanan w3nenus/Intraruruminal devices
1.5.1.16 Berepunapuu npemukcu/Veterinary premixes
1.5.1.17 Jlpyru HeCTEpHJIHH JIeKapCTBEHH NPOIYKTH <CBOOOAEH TeKcT>/Other non-sterile medicinal
products

1.5.2 Bropuuno onakoBane/Secondary packing
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1.6. | KauectBen kKoHTpOI/Quality control testing

1.6.1 Mukpobuosiornunu: crepuianu/Microbiological: sterility

1.6.2 Mukpobuosiornunu: Hectepuiau/Microbiological: non-sterility

1.6.3 Xumununu /dusnuan/Chemical/Physical

1.6.4 buonornunu/Biological

OrpaHuueHus WK 3a0€IeKKH, MMAIIF BPb3Ka ¢ 00XBaTa Ha TE3HM MPOU3BOICTBEHH JEHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufacturing operations:
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Yacr 2/Part2 - BHOC HA JIEKAPCTBEHHU ITPOAYKTH

2.1 KavecTBeH KOHTPOJI HA BHECEHH JIeKaPCTBeHU NPOoayKTH/Quality control testing of imported medicinal
products

2.1.1 Mukpobuonornynau: crepuiau/Microbiological: sterility

2.1.2 Muxkpobuonornyau: Hecrepwiau/Microbiological: non-sterility

2.1.3 Xumwnunw/uznanu/Chemical/Physical

2.1.4 Bbuonorwunwu/Biological

2.2, CepTudunupane Ha BHECEHH MAPTHIH JEKAPCTBEeHU NPOAYKTH/Batch certification of imported medicinal
products

2.2.1 Crepunnu nponykru/Sterile Products
2.2.1.1 AcentuuHo u3rotBeHu/Aseptically prepared
2.2.1.2 CrepunusupaHu B KpaiiHa omakoBka/Terminally sterilised

2.2.2. Hecrepunnu npoaykru/Non-sterile products

2.2.3 buonorn4yHm JeKapcTBeHU npoayktu/Biological medicinal products
2.2.3.1 Kpweuu npoaykru/Blood products
2.2.3.2 Vmynonorudnu nponyktu/Immunological products
2.2.3.3 TlpoaykTu 3a knerbuna tepanus/Cell therapy products
2.2.3.4 Tlpoaykru 3a renHa tepanus/Gene therapy products
2.2.3.5 BuortexHonoruuHu npoayktu/Biotechnology products
2.2.3.6 TIpoayKTH OT YOBEIIKH MM KUBOTUHCKH ipousxon/Human or animal extracted products
2.2.3.7 TlpoaykTH, IIOJy4eHH Ype3 ThKaHHO WHKeHepcTBO// Tissue engineered products
2.2.3.8 JIpyru OMOJIOTHYHH JIEKApPCTBEHH MPOLYKTU<CBOOOKEH TekcT>/Other biological medicinal
products

2.3. Jpyru 1edHOCTH 0 BHOC(IpYTH JEHHOCTH IO BHOCA, KOUTO HE ca n30poeHu no-rope)/Other importation
activities(any other importation activity that is not covered above)

2.3.1. Mscro Ha dusmuecku BHOC/Site of physical importation

2.3.2. BHOC Ha MEXXIMHHU MPOTYKTH, ITOAJICKAIIN Ha IocienBamnia oopadorka/ Importation of intermediate
which undergoes further processing

2.3.3. buonornyHo akTHBHU BemecTBa/Biological active substance

2.3.4. Ipyru <cBoOoneH tekct>/Other

OrpaHnueHus WK 3a0eJISKKH, IMAIH BPb3Ka ¢ 00XBaTa Ha Te3U ACHHOCTH 110 BHOC:
Any restriction or clarifying remarks related to the scope of these Importing operations:
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HPUJIOKEHHUE Ne 2
ANNEX 2

Hme u aapec Ha o6exta/Name and address of the site:

[] JlexapcTBenu npoayKTH NpeJHA3HAYEHH 32 KIMHUYHO H3NUTBane(chbraacuo yact 1)/Manufacturig
operations of investigational medicinal products (according to part 1)

PA3PENIEHU TEMHOCTW/AUTHORISED OPERATION

[] TIIpowmsBoacTBeHH nefiHOCTH HA JIeKAPCTBEHN NPOXYKTH NPEIHAZHAYECHN 32 KIMHUYHO H3NUTBAHE
(cbruacHo uact 1)/Manufacturig operations of investigational medicinal products (according to part 1)

L] BHoc Ha JiekapcTBeHN NPOAYKTH NpeAHA3HAYEHH 32 KIIMHUYHO H3NUTBaHe (ChIJIAacHO YacT 2)/Importation
of investigational medicinal products (according to part 2)

Yacrl/Part] - MPOU3BOJACTBEHM JEMHOCTHU HA JJEKAPCTBEHU IMTPOAYKTHU NPEJHA3HAYEHA
3A KNIMHNYHO U3IMUTBAHE/MANUFACTURIG OPERATIONS OF INVESTIGATIONAL
MEDICINAL PRODUCTS

1.1 CTepWIHH JeKAPCTBEHN MPOAYKTH 32 KIIMHHYHO W3nuTBaHe/Sterile investigational medicinal products

1.1.1 AcenriaHo usroTBeHu/Aseptically prepared
1.1.1.1 Teunoctu c rousim obem/Large volume liquids
1.1.1.2 Jlmodbwunwmzarw/Lyophilisates
1.1.1.3 TomytBepmu Gpopmu/Semi-solids
1.1.1.4 Teunoctu c Mask ooem/Small volume liquids
1.1.1.5 Tewepau dopmu u nmmnantu/Solids and implants
1.1.1.6 JIpyru acenTHYHO M3rOTBEHU MPOAYKTH <cBOOOHeH TekcT>/Other aseptically prepared products

1.1.2 Crepunusupanu B kpaiina onakoBka/ Terminally sterilised
1.1.2.1 Teunoctu c ronsm odbem/Large volume liquids
1.1.2.2 Tlonytebpau Gopmu/Semi-solids
1.1.2.3 Teunoctu ¢ Manwsk obem/Small volume liquids
1.1.2.4 Tebpau dpopmu u umruantu/Solids and implants
1.1.2.5 JIpyru mpoxyKTH CTEpHIM3HPaHU B KpaiiHa OllakoBKa <CB0OojeH TekcT>/Other terminally sterilised
prepared products

1.1.3  Ceprudunupane Ha naprunu/Batch certification

1.2. HectepniHu JiekapcTBeHH NPOAYKTH 32 KIMHMYHO u3nutTBane/Non-sterile investigational medicinal products

1.2.1 Hecrepuinu nponyktu/Non-sterile products
1.2.1.1 Tewepau xancynu/Capsules, hard shell
1.2.1.2 Mexu kancynu/Capsules, soft shell
1.2.1.3 [I»Bku/Chewing gums
1.2.1.4 Nmnperaupanu Matpuii/Impregnated matrices
1.2.1.5 Teunoctu 3a BBHIIHA yrioTpeda/Liquids for external use
1.2.1.6 Teunoctu 3a BbTpemIHa ynotpebda/Liquids for internal use
1.2.1.7 Menunuucku razose/Medicinal gases
1.2.1.8 [pyru tBBpau JiekapctBeHu Gopmu/Other solid dosage forms
1.2.1.9 Mpoxaykru nox Hansrane/ Pressurised preparations
1.2.1.10 Pammonykiennnu reaeparopu/Radionuclide generators
1.2.1.11 HomyrBspau popmu/Semi-solids
1.2.1.12 Cymnosutopun/Suppositories
1.2.1.13 Tabnerku/Tablets
1.2.1.14 Tpaucaepmannu miactupu/ Transdermal patches
1.2.1.15. Ipyru HeCTEpHIIHH JIeKapCTBEHH POIYKTH <CBOOOAEH TeKcT>/Other non-sterile medicinal
products

1.2.2 Ceprudunupane Ha naptuny/Batch certification
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1.3.

BuoJiornyHN NPOAYKTH 32 KIMHUYHO W3NUTBaHe/Biological investigational medicinal products

1.3.1 bruonornunu aekapcTBeHn nponykTy/Biological medicinal products
1.3.1.1 KpsBuu nponyxru/Blood products
1.3.1.2 Umynonoruunu nponykru/Immunological products
1.3.1.3 TIpoxykru 3a xierpuHa tepanus/Cell therapy products
1.3.1.4 TIpoxykru 3a reHna Tepanus/Gene therapy products
1.3.1.5 buotexHonornuau npoaykt/ Biotechnology products
1.3.1.6 TIpoayKTu OT YOBEUIKH FUIH KUBOTHHCKH npousxon/ Human or animal extracted products
1.3.1.7 TIpoxykru, moiyueHu dpe3 ThKaHHO WH)KeHepcTBo/ Tissue engineered products
1.3.1.8 [Ipyru Ouosoruunu jgekapcteern npoayktu/ Other biological medicinal products

1.3.2 Ceprudunupane va naptunu/Batch certification
1.3.2.1 KpsBuu npopykru/Blood products
1.3.2.2 UmyHonoruunu nponykru/Immunological products
1.3.2.3 Tpoxykru 3a kiierpuHa tepamnus/Cell therapy products
1.3.2.4 TIpoaykru 3a rerHa Tepanus/Gene therapy products
1.3.2.5 BuotexHonoruuHu npoayktu/Biotechnology products
1.3.2.6 TIpoayKTy OT YOBEUIKH FITH KUBOTHHCKH TIpou3xon/Human or animal extracted products
1.3.2.7 Tlpoxykru, momydeHn Upe3 TEKaHHO WHKeHepcTBO/ Tissue engineered products
1.3.2.8 [pyru ONOIOTHYHH JIEKapCTBEHH MPOAYKTU<CBOOOICH TeKCT>/Other biological medicinal
products

1.4.

Jpyru JekapcTBeHH MNPOAYKTH 3a KJIMHMYHO H3NUTBAHE W/IM TPOU3BOACTBeHH JeiiHocTn/Other
investigational medicinal products or manufacturing activity

1.4.1 TIpoussoacteo Ha/Manufacture of:
1.4.1.1 Bunkosu npoayktu/Herbal products
1.4.1.2 Xomeonaruunu nponykta/Homoeopathic products
1.4.1.3 [pyru <cBobojaen tekct>/ Other

1.4.2 Crepwiu3aiiys Ha aKTUBHH BEIIECTBA/ITIOMOIIHY BellleCTBa/KpacH npoaykt/ Sterilisation of active
substances/excipients/finished product:
1.4.2.1 ®unrpupane/Filtration
1.4.2.2 Cyxo crepunmzupane/Dry heat
1.4.2.3 Crepunusupane ¢ BoxHa mapa/Moist heat
1.4.2.4 Xumuana/Chemical
1.4.2.5 Tama mvuenne/Gamma irradiation
1.4.2.6 Enextponen notok/Electron beam

1.4.3. Ipyru <cBoOojeH tekcT>/Other

1.5.

OnaxoBane/Packing

1.5.1. ITspBuuHO onakoBane/Primary packing
1.5.1.1 Tewpau xancynu/Capsules, hard shell
1.5.1.2 Mexwu kancynu/Capsules, soft shell
1.5.1.3 OvBku/Chewing gums
1.5.1.4 Nmnperaupanu mMatpuum//mpregnated matrices
1.5.1.5 Teunoctu 3a BpHIIHA yrioTpeba/Liquids for external use
1.5.1.6 Teunoctu 3a BbTpenHa ynorpeda/Liquids for internal use
1.5.1.7 Menununacku razose/Medicinal gases
1.5.1.8 [pyru t8epan nexapctBenu ¢popmu/Other solid dosage forms
1.5.1.9 Tpoxyxrtu mox Hansrane/Pressurised preparations
1.5.1.10 Panmonykiennnu renepatopu/Radionuclide generators
1.5.1.11 TomyrBbpan/Semi-solids
1.5.1.12 Cymnoszutopun/Suppositories
1.5.1.13 Tabnerxu/Tablets
1.5.1.14 Tpaucnepmanuu ractupu/Transdermal patches
1.5.1.15 Jlpyru HeCTEepHIIHH JIeKapCTBEHH NPOJYKTH <CBOOOAEH TekcT>/Other non-sterile medicinal
products

1.5.2. Bropuuno onakoBaune/Secondary packing

1.6.

KauectBen kouTpo/Quality control testing

1.6.1. Mukpobuosioruunu. crepunnau/Microbiological: sterility

1.6.2 Muxkpobuonornunu: Hectepuwtau/Microbiological: non-sterility

1.6.3. Xumuunu/uzuanu/Chemical/Physical

1.6.4. buonoruunu/Biological

OrpaHnyeHus WM 3a0eJIeKKH, IMAIIH Bpb3Ka ¢ 00XBaTa Ha Te3U POU3BOACTBEHH JACHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufacturing operations:
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Yacr 2/Part 2— BHOC HA JIEKAPCTBEHU TPOAYKTHU NPEJHA3HAYEHMU 3A KIMHUYHO
MN3NUTBAHE/IMPORATION OF INVESTIGATIONAL MEDICINAL PRODUCTS

2.1 KauecTBeH KOHTPOJI HA BHECEHH JeKAPCTBEHH MPOJYKTH, NPEAHAZHAYEHH 32 KINHUYHI H3NUTBAHUSA/
Quality control testing of imported investigational medicinal products

2.1.1. Mukpobuonornynau: crepunan/Microbiological: sterility

2.1.2. Mukpobuonornyau: Hecrepwiau/Microbiological: non-sterility

2.1.3. Xumuunwn/busuaan/Chemical/Physical

2.1.4. buonoruunwn/Biological

2.2 CepTundunupaHe Ha BHECEHH NAPTH/H JIEKAPCTBEHN MPOAYKTH, MPeAHA3HAYEHH 32 KIMHUYHH
uznutBanus/Batch certification of imported investigational medicinal products

2.2.1 Crepunan nponykrtu/Sterile Products
2.2.1.1 AcentuuHo u3rotBeHu/Aseptically prepared
2.2.1.2 Crepunusupanu B Kpaiina onakoBka/Terminally sterilised

2.2.2. Hectepumau npoxyktu/Non-sterile products

2.2.3 Buosoruynu jiekapcTBeHu npoaykru/Biological medicinal products
2.2.3.1 Kpweuu npoaykru/Blood products
2.2.3.2 Nmynonornunu nponyktu/Immunological products
2.2.3.3 Tlponykru 3a kierbuHa tepamus/Cell therapy products
2.2.3.4 Tlponyktu 3a renna tepamnus/Gene therapy products
2.2.3.5 buorexHonormuHu NpoayKTH/Biotechnology products
2.2.3.6 TIpoayKTy OT YOBEIIKHU FUTH JKUBOTHHCKY NPOu3xoa/Human or animal extracted products
2.2.3.7 Tlpoayktu, moirydeHn Upe3 ThKaHHO WHKeHepcTBo// Tissue engineered products
2.2.3.8 JIpyru GHOJIOTHYHH JIEKAPCTBEHH MPOLYKTU<CBOOOIEH TekcT>/Other biological medicinal
products

2.3 Jpyru neiinoctu no BHoc /Other importation activities

2.3.1. O6ekt Ha ¢usnuecku BHOC/Site of physical importation

2.3.2. BHOC Ha MEXMHHHU MPOIYKTH, MOJISKAIIN Ha Mociensama oopadorka/ Importation of intermediate
which undergoes further processing

2.3.3. buonornyHo akTHBHU BemecTBa/Biological active substance

2.3.4. Ipyru <cBoOomeH Tekct>/Other

Orpannyenus win 3abeIe)Kn, IMaIly Bpb3Ka ¢ 00XBaTa Ha T€3H AEWHOCTH 110 BHOC!
Any restriction or clarifying remarks related to the scope of these Importing operations:
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Pa3pemenue 3a nponzsoacteo/BHoc Ne P-1-00-000/B-1-00-000
Manufacturing/Importation Authorisation No P-1-00-000/B-1-00-000

HNPUJIOKEHHUE Ne 3
ANNEX 3

IMPOU3BOACTBO 110 BB3JIAI'ATEJIEH 1OT'OBOP/CONTRACT MANUFACTURE

Hme u agpec Ha odexta/Name and address of the site:
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Pa3pemenue 3a nponzsoacteo/BHoc Ne P-1-00-000/B-1-00-000
Manufacturing/Importation Authorisation No P-1-00-000/B-1-00-000

HPUJIOKEHHUE Ne 4
ANNEX 4

KAYECTBEH KOHTPOJI 1O BB3JIAT'ATEJIEH JOTI'OBOP/CONTRACT ANALYSIS:

Hme u aapec Ha o6exta/Name and address of the site:
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Pa3pemenue 3a nponzsoacteo/BHoc Ne P-1-00-000/B-1-00-000
Manufacturing/Importation Authorisation No P-1-00-000/B-1-00-000

HNPUJIOKEHHUE Ne 5
ANNEX 5

KBAJIMOUIINPAHO JIMIE/QUALIFIED PERSON.:

HNmena na kpasmbunupanoro jaune/Names of Qualified Person:
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Pa3pemenue 3a nponzsoacteo/BHoc Ne P-1-00-000/B-1-00-000
Manufacturing/Importation Authorisation No P-1-00-000/B-1-00-000

HPUJIOKEHHUE Ne 6
ANNEX 6

PBKOBOAUTEJ KAYECTBEH KOHTPOJI/ PERSON RESPONSIBLE FOR QULITY CONTROL

HMMeHa Ha PBKOBOANTE] KA4eCTBEH KOHTPOJI /Names of person responsible for quality control:

PBKOBOAUTEJ NTPOU3BOACTBO/PERSON RESPONSIBLE FOR PRODUCTION

HNmena Ha psKOBOANTE NPOU3BOACTBO/ Names of person responsible for production:
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Pa3pemenue 3a nponzsoacteo/BHoc Ne P-1-00-000/B-1-00-000
Manufacturing/Importation Authorisation No P-1-00-000/B-1-00-000

HNPUJIOKEHHUE Ne 7
ANNEX 7

JATA HA HHCIIEKIIUSATA Bb3 OCHOBA, HA KOSITO E U3JIAJEHO PA3PEIIEHUETO /DATE OF
INSPECTION ON WHICH AUTHORIZATION WAS GRANTED:

JATA 1 OBXBAT HA NIOCJIEJJHATA UHCHEKIUA/DATE AND SCOPE OF LAST INSPECTION

JlaTa Ha MHCIIeKMATA O0XBaT Ha MHCNIEKIHATA
Date of inspection Scope of inspection
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Pa3pemenue 3a nponzsoacteo/BHoc Ne P-1-00-000/B-1-00-000
Manufacturing/Importation Authorisation No P-1-00-000/B-1-00-000

NPUJIOKEHUE Ne 8
ANNEX 8

MMPOAYKTH, PASPEIIEHU 3A IMMPOU3BOACTBO / BHOC (CBI'JIACHO 4J1.156, AJL.4; 4J1.160, AJL.1, T.4;
J.165, AJL.1, T.2 OT 3JIIXM; YI. 41 MU 42 OT JUPEKTHUBA 2001/83/EO, CBIJIACHO
U3MEHEHMATA)/ PRODUCTS AUTHORISED TO BE MANUFACTURED/IMPORTED (IN ACCORDANCE WITH
ARTICLE 156 (4); ARTICLE 160 (1)P.4; ARTICLE 165 (1)P.2; ARTICLE 41 AND 42 OF DIRECTIVE 2001/83/EC, AS
AMENDED)

CnucbK Ha JJeKapcTBEHHTE NPOAYKTH, KOMTO MOTaT a 0bAaT NPOU3BEKIAHU OT
B MOMeEIIEHUSTA HA aJpec:

List of the medicinal products which

is authorised to manufacture on its premises at

Ne | HMme Ha JieKapCTBeHHs ChbabpikaHue Ha JlekapcTBeHna gpopma Me:KayHAPOIHO OnakoBka Paszmep Ha
NPOAYKT aAKTHBHOTO/Te Pharmaceutical form HeNaTeHTHO Package ONMaKoBKaTa
Invented name BelllecTBO/a B 1030Ba HaHMeHOBaHHe Package size
eIMHHIA International non-
Strength proprietary name
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