¢opma Ne AOKYMEHTA BEPCMA | CTATYC DATA BBEAEHNA
FRM-0001469 1.0 | aeicteyrowmin | 02/An8/2013
HA3BAHHWE
TEBA CEPTUDUKAT COOTBETCTBUA
TEBA
TEVA PHARMACEUTICALS IRELAND
Tova PRamnaroutic .o wotand

Unit 301, indusicial Pack, Waeerterd, Wedand
Tal: +35300051 334 390 Fax ~)53 0481 £3» il ]

CepTuduKaT cooTBeTCTBMA

1. | Haumenosanne npoaykra: | Canebyramon 100 mkr
2. | UmnopTrpylowan cTpaHa: Poccua
3. | Ne perncTpaumoHHOro 013290/01
YAOCTOBEPEHUA:
4. | Doauposxa: 100 mxkr/no3a
5. | ®opma po3nposBaHnA: 23p030ML ANA UHIANAUNIA A0IUPOBAHHDLIN
6. | Pasmep ynakoeku v tun: 200 003 MHFANAUWOHHBIW 33P0O30NL
OauH MHIBNAUMOHHDBIA
a’3po3onb
7.0 | Homep Cepum: AFR70A
7.1. | Koa cepum: FA1398
8. | AaTa npoussoAacTea: 03/2020
9. | Cpox rogHoCTH: 03/2023
10. | HaaeaHue, agpec, Homep Tesa PapmacsioTUKan Upnanaua
AMUEH3INK BCEX 301, Wnaactpuan Napk,
NPOW3B0ACTBEHHLIX CanToB | Botepdopa, WpnanawAa.
U KOHTPONA KAYeCTBa Homep NMuueH3un: M436
11. | Ne ceptuduxatoe 26477/M436
coorsercreua GMP:
12. | Pe3synbTatel aHaNU3086: CooTeercrayioT cneundmrkaunn N2: SPEC-0000088/8.0
{cM.NpPUNOKEHHBIM CEPTUDUKAT aHaNN33)
13. | KommenTapuia: HeT
14. | 3aknoueHue: Hactoawmm NOATBEPIKAIIO, YTO NPUBEAEHHAA Bbile WHHOPMaUUA
ABNAETCA AOCTOBEPHON M TOMHOW. 3Ta NApTKA npoayKumuu Goina
M3roTOBACHA, BKAIOYANA YNAKOBKY / MAaPKNMPOBKY M KOHTPONL
KavyecTBa Ha BbILWEYNOMAHYTLIX CAlUTax, 8 NOAHOM COOTBETCTBUM C
TpeboeaHuammn GMP MeCTHOro perynupytouero opraHa v
cneundrKauMAMK 8 Pa3peleHni Ha NPOAIY CTPaHLI-UMNOPTEPa.
3anucn 06 06paboTke, ynakoske u aHann3ie NapTrii Goinn
PACCMOTPEHBI U NPU3HAHDI COOTRETCTBYIOWMMN GMP.
a | Konnuecrso ynakoeok: 178992
b | 3anuce o cepuitHom PL-0000103/12.0 PCR-0000031/15.0
NPOU3BOACTEE HOMEPOB W
PEeAAKUMA;
¢ | 3anuco ynakoexku v PL-0000106/9.0, 00003705/150818
OBHOBNEHUA: QDP0034942/18.0




d. | AkTusnan Canbbytamona cynedat Ph.Eur/USP Mic.,
dapmaugeTnuecKan Teva Pharmaceutical fine Chemicals S.r.l
cybecraHuma Via Enrico Fermi, 520 21042,
Caronna Pertusella (VA), Italy.
Micro-Macinazione SA Via Cantonale 4,
CH-6995 Molinazzo di Monteggio Switzerland
e | OTnoHeHna ( kpuTHueckue | H/n
CyuwleCTBEHHbIE,
HEeCywecTeeHHbIe)
f | Otyer 0 naGopaTopHbIX H/n
MCCNE[0BAHNAX
g | Banupaumn cepun HeT
h | Homep CC H/n
i ExerogHoe nayveHue Da
€¢TabnNbHOCTH
15. | MmA u fONMHOCTE NMUA, Mpaxam Kasanax
YNONHOMOUEHHOTO Ha YNOAHOMOUEHHOE AMUC
BbINYCK Cepnun
16. | Noannce ynonHoMoueHHOro Awua:  Nodnuce 17. lata noanucaHunA:
17.04.2020
NevaTts
NEeKTPOHHbIE NoANUCH
Darva onobpennn: 20.12.2012 14:14
GMT+0000
NMoanucanTLl Qbo3naveHne NOANUCH AaruposaHne
Cara Crowley opo6pun 20.12.2012 14:05
GMT+00
Cara Crowley NpoeepuA 20.12.2012 14:14
GMT+00
Nevarte
fNepesog, Bepen Digitally signed by Olga
g a Parkhomenko

Parkhome

nko

DN: dc=Corp, dc=Teva,

ou=Global, ou=Clients,
ou=RU, ou=MOS, ou=USR,

cn=0lga Parkhomenko
Date: 2020.05.13 16:46:20

+03'00'



¢opma Ne AOKYMEHTA BEPCHUA | CTATYC DATA BBEOEHWA
FRM-0000651 4.0 | pencreyowunin | 12/Hoabpa /2019

HA3BAHUE

CEPTUOUKAT AHANU3A CaneByTamon , a2p030nk ANA MHIBNALWA A03MPOBaHHLIW 100 mrr/ao3a 200-0031

FA1398

TEBA

TEVA PHARMACEUTICALS IRELAND

Ceprudpuxkar ananusa

NpoaykT: Cane6yTamon-Tesa, 33p0301b ANA UHFANALMA A0IMPOBAHHLIA 100 mKr/po3a

Cepun: AFR70A
Koa: FA1398
Crpannualmna 2

Onucarune: ANIOMHUHUEBLIT BANNOHYNK NOA AaBNSHUEM, COASPKALLMIA MUHUMYM 200 oTmepeHHbIX 203,
KaMDan 2033 conepHut npnbanautensno 100 mrr cansbyramona

TECT CNEUNDUKALLINA PE3YNLTAT
ONUCAHUE A3p030nb ANA UHIARAUUA B ANIOMUHHNEBOM
6annoHe noAa gasneHnem. [lonmHel OTCYTCTEOBaTL COOTBETCTBYET
BHEWHWE NOBPEMACHUA, KOPPO3NA NAW NPOTEYKW.
NOANUHHOCTbL Bpema yaepHuBaHUA OCHOBHOIO NVKA Ha
(BIMX) XPOMaTOrPaMme UCNLITYEMOTO PacTeopa AOMKHO
COOTBETCTBOBATL BPEMEHU YACPKNBAHNA OCHOBHOTO COOTBETCTBYET
NWKa Ha XPOMATOrpamme CTaHOAPTHOMO PacTeopa
canvbytamona cynedata
CPEAHEE 80 - 120 mkr 97
COAEPHAHUE
CANbBYTAMONA B
OO3E
OTNROMEHUE He menee 35% Ot cpegHerc coaepwaHna 60%
PACNBLINAEMON A03bl | canbbyramona B O3E B HKHEN KAMEPE MMNNHAMKEDA
MEXAHUYECKME He 6onee S0 4acTuL, pasmep KOTOPLIX NO ANMHHOM OCH 3
BKAKONEHUA 6onee 100 mkm, 8 SO ao3ax npenaparta
KONUYECTBO A03 B He menee 200 249
BANNOHE

Tesa ®apmacbioTMKanc UpNaHAUA NOATBEPIAIET, YUTO KAUECTBO AAHHON Cepun NPOAYKTa U
UHFPEANEHTOB, NCNOAbL3YEMbIX NPU NPOU3BOACTBE, BbINO NPOKOHTPONUPOBAHO, U
cooTeeTcTeyeT cneuuduraymn

Nata npovssoacrea: 03,2020

Noanuce: Modnuce

Aata:21.04.2020

Mehnearep OKK/ABTOPU30BaHHbIA 3amecTuTens®
*Ypanutb Npu HeobxoanumocTu

Teva Phannaceuticals Ireland
Unit 301, Induslrial Park, Waterford, Ireland
Tel: +353 (0)51 331 331 Fax: +353 (0)51 331 398

SOP-0000493

Cpox roaHocTu: 03.2023

Revats



[bopma Ne AOKYMEHTA [BEPCUA [CTATYC NIATA BBEAEHWA
FRM-0000651 4.0 neiicreyrowmii [12/Hoa6pn /2019

HA3BAHME

CEPTUDUKAT AHANTU3A CanbbyTamon , aspo30ns ANA MHFANALMI A03MPOBAHHDLIA 100 MKr/ao3a
200-p03- FA1398

TEBA
TEVA PHARMACEUTICALS IRELAND
CepTudukar ananusa

NpoaykT: CanbByTamon-Teaa, a3po30nb ANA MHIANAUMIA A03HPOBaHHLIR 100 MKr/n033
Cepua: AFR70A

Kop: FA1398
Crpannud 2 13 2
ECT CNELMOUKALWA PE3YNLTAT
CHOPOCTb YTEYKM Cpeanee 3Hauenne ana 12 Sannoros - we 6onee 525 mr/roa.
Hu 0AHO 3HAYEHNE He NOMKHO BuiTb Gonee 750 mr/roa. ICOOTBETCTBYET
Ecnn 0aHO 3HaveHne Bonee 750 mr/rog, Ho He Bonee HOPMATUBHOM
1,1 r/ron, ucNeiTanne NPOBOAAT ewe Ha 24 GannoHax. NOKYMEHTALMUA
He Gonee 2 /36 3HaueHnit moweT Guite Gonee 750 mr/rog, Ho
i 0AHO M3 36 3HAUEHWIA He A0MKKHO BoiTe 6onee 1,1 r/roa.
CPEAHAR MACCA Or7.7p09.1r ICOOTBETCTBYET
COAEPHNMOTrQO BANNOHA HOPMATUBHOM
INOKYMEHTALNM
ICOOEPHAHWUE CANBEYTAMONA |07 26.7 a0 32.6 mr ICOOTBETCTBYET
CYNb®ATA B BANNOHE HOPMATUBHOWN
NOKYMEHTALUUN
NPUMECH Npumecy canb6yTamona keTona (ansbyvepora) - He Sonee ICOOTBETCTBYET
0,2 %; HOPMATHUBHOM
lnioBoi eauHKWUHOMN NpuMmeck - He Gonee 0,5 %, NOKYMEHTALUN
cymma npumeceit - He Sonee 1,0 %
MUKPOBUONOMTUYECKAR O6wee KOAMUECTBO a3pobHbix MUKpooprannimos (TAMC) - ne COOTBETCTBYET
MUCTOTA Sonee 100 KOE/r; HOPMATWBHON
O6Wwee KONWIECTBO APOHIKEBLIX W NAecHeBbIX Fpnbos (TYMC) -JAOKYMEHTALMA
e 6onee 10 KOE/r;
FpamoTpuuaTencHbie HAKTEPUN, YCTORHMBLIS K IKENUM -
oTcyTcTBYIOTB 1 1)
Pseudomonas ceruginosa - oTcyTcTeyere 1¢;
Stophylococcus aureus - oTcyTcTayetra 1 r
Kateropun 2
OAHOPOAHOCTL AO3UPOBAHMAD /10 3naueHuin onmHL BouiTh & Npeaenax ICOOTBETCTBYET
I+ 25 % OT cpeaHero CoOAepPMaHnA 6 ao3e . Hu 0AH0 3HaueHne HOPMATUBHOM
He A0AWHO NPeBLIWaTL £ 35 % OT cpeaHero COAEPKaHUA B NOKYMEHTAUMNK
03e.
cAn 2 man 3 3HaYEHWA NPEeBbIWAIT £ 25 % OT cpeaHero
OAEPIHAHNA B A03€, UCNBITAHNE NPOBOAAT ewe Ha 2
ANNOHA.
e 6onee 3/30 3nauennin moryT npesviwats £ 25 % ot
pPeaHero CONEPMaHWA 8 A03€E , ¥ HW OAHO 3HAUEHNE He
OMKHO NpesbiwaTe £ 35 % OT cpeaHero coOAePMaHuA 8 nole

Tena DapmacbIOTUKANC UPAIHANA NOATBEPHAIET, YTO KAYECTBO AAHHON CEPUN NPOAYKTA U

MHIPEAVEHTOB, NCAOABIYEMBIX NPH NPONIBOACTEE, BbINO NPOKOHTPOAMPOBAHO, U COOTEETCTBYRT CNeuudnKaumm
Aara npouseoacTea: 03.2020 Cpox rogHocTh: 03.2023

Noanwuce: Nodnuce Nata:21.04.2020

Meneguep OKK/ABTOPUIOBaMHLIA 3amecTuTens®

*YaanuTo npu Heo6xoaumocTn

SOP-0000493
Teva Phannaceuticals Ireland
Unit 301, Indusirial Park, Waterford, Ireland
Tel: +353(0)S1 331331 Fax: +353 (0)51 331 398 Olga SR Nepesoa sepen
Neuars Parkhomenk =-oea-aomotamvi

Oote TH100% 37 1445 L0100

(o]



INEKTPOHHLIE NOANUCH

Dava opo6penun 11.11.2019 16:08

GMT+0000
NoannucanToLl 06o3navenne NOANUCH Aatnposanue
Stephen McGrath oao6pun 09.11.2019 10:52
GMT+0
Laura OReilly 0a06pun 11.11.2019 10:18
GMT+0
Graham Kavanagh Nposepun 11.11.2019 16:08

GMT+0

SOP-0000493

NevaTth
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