NEKJIAPAIIMSI O COOTBETCTBUHA

JEKJIAPAHT, NPUHHUMAIOLIMHA JEKJAPALIMIO O COOTBETCTBHH

000 "Teea"

Ceedenus o pecucmpayuu opeanusayuu: Meacpationnas uncnekyusi DedepanbHoll Hao20601 cayxcobl Ne 46 no
{ 2 Mockee 01.01.2008, OT'PH 1027739033024, dama npuceoenus OI'PH 01.08.2002.

Aopec: 115054, 2. Mocksa, ya. Barosas, 0. 33. Teneghon: 8 (495) 644-22-34.

B nuye: Tenepansinozo oupexmopa Ipux Powe

Hosepennoe nuyo: Maxcumosa JI.A., Oosepentocnib T-932 om 14.04.2019

3AABJISIET, UTO
nexapemeennoe cpedemso; Omenpason-Teea, Kancyapl KUWEHHOPACMEOPUMbIE 10 me 7 wm., ynakosxu

aueiikoesle Konmypuble (4), nauku kapmonneie, PY Ne JIIT-001970 om 14.01.2013 (dama 3amenvt PY
15.01.2018) swidaro Teea Papmayesmuveckue Ipednpusmus JImo., cepust 13636, napmus 14970 ynaxogox,
200en 00 01.09.2021, npoussodcmea Tesa Papma, CJLY., Henanua, Ilonueon Huoyempuans Manenuxa, Kawe
C, Ne 4, 50016 Capazoca, kod OKIIJ2 21.20.10.112, koo TH B3I 3004900002, konmpaxkm Ne 71 om
01.09.2016, unsotic Ne 2520021984 om 25.10.2019

COOTBETCTBYET TPEGOBAHUAM

JIT-001970-290317 uzm. Ne 1

NEKJIAPALIUS TPHHSTA HA OCHOBAHHH

npomoxon ucnsimanuti Ne 11674 om 13.11.2019 @XJ1 000 "TA ", enbma”, ammecmam akkpeoumayuy
RA.RU.21HP36, Cepmugpuxam POCC ES.d>M15.C90648 om 14.11.2019

JIATA IPUHSITHS XEKTAPALH 14.11.2019
EE)@APAL(M JAEHCTBHTEIBHA JI0 01.09.2021
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& CBEJEHUS O PETUCTPAIIAA

OPIrAH NO CEPTU®HUKAILIUH, 3APED UCTPUPOBABILIHHA JEKJIAPAIIHIO

POCC RU.0001.11®MI5 OPIAH 110 CEPTH®HKALIFH NTPOAYKUHH OBLJECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTAIO "OKPYKHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1., adpec opzara no
cepmugpuxayuu: 143581, Mockosckas ooracnib, Hempunckuii pation, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-catim: OYKK. p.

JEKJIAPA LU O COOTBETCTBHH 3APEI'MCTPUPOBAHA A2 POCC RU JJ-ES.®M15.4.28071/19

JATA RECHCTPATAILS.11.2019
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Tera Tera dapwma, CJLY CEPTUOUKAT COOTBETCTBHSI Crpanvua 1 u3 1

HasBaHue MpojlyKTa Omenpaszon-Tepa 10 mr, 28 Kauey.
BrinyiieHHoe KOJIHYECTBO 49530

JTo3upoBKa 10 mr

JlekapcTBeHHas popma Kancynbi

Pazmep 1 THII YTAKOBKH 7 KancyJl KMIeYHopacTBOPUMBIX X 4 OaucTepa
Crpana Poccuiickast Peepanns

PerucTpallioHHoe y/10CTOBCPEHUE JIT1-001970, J111-001970-070819

Cepus 13 636

Homep cepun Oanka B10287

Jlata npou3BOJICTBA 09/2019

JlaTta yrniakoBbIBaHHUs 10/2019

CpoK roiHocTH 09/2021

I1poussoaureiib Tesa ®apma, CJLY., Mcnanna
VnakoBlIHK Tesa ®apma, C.JLY., Ucnanns
MecTo NPORE/ICHHs aHAIN3A Tepa ®apma, C.J1Y., Menanna
BrinycKaiolui KOHTPOJIb Tera dapma, C.JLY., Mcnanus
ITpousBoauTeh CyOCTaHLMH Innea Xopsarus Jita-Tanu, XopsaTns
VeoBus XpaHeHus Cm. HJL

ACTOSALIMM MOJTBEPIK/IAl0, YTO YKazaHHas BBILIC undopmaums Bepua. Jlannas cepus NpoykTa Oblia
NpOM3BEACHA, BKIIIOYAs YTIAKOBKY H KOHTPOIL KaueCTRA B NIOJTHOM coOTBETCTBUM ¢ Tpeboranusmn GMP
n creuduKanMu. 3anucn o TPOH3BOJCTBE, YIAKOBKE U anajin3e JaHHOM CepuUu COOTBETCTBYIOT
tpeGopanuam GMP.

JlaTa: 08.10.2019
[Moanuck: floonuce
Xyan Kapioc Acencno AcencHo

Texnuueckuii AupekTop/Y noJHoMo4eHHOE JTHLO

Tesa ®apma, C.JLY
Amnabens Cerypa, 11. Centpo ne Herocuoc Ansbatpoc B, la ITnanta. 28108 AJIKOBEHJIAC (Manpun)
Ten.: +34 913 873 280. dakc: +34 916 638 862




Tepa ®apma CJLY.
CEPTHOUKAT AHAJIM3A

Omenpasoii-Tera, KaNCybl, 10 mr, 28 wir., Poccus Cepusi: 13636

COI1: 3-PT000104-00
CI1C: SDIR004633/3

Cpok roanocti  09/2021

Jlata npownssojcTea: 09/201 9
Jlara ananuza: 04/10/2019
Jlata eeinycka: 07/10/2019

Cepusi Ganka rpanyl: B10287
Henvrranne

Onucanune

IMoaIMHHOCT D
- BOKX

-BIKX /Y-
crnekTpodoTOMETPHS! (OB
MaTpPHUHBIIT ICTEKTOP)

HJIH

-VYIKX /Y-
cniekTpodoromeTpust (obIi
MaTPHUHBII J1ETEKTOP)

Y®-cnektTpodoromeTpust

IMogmHnoCThL AHOKCH/1A THTAHA

PacnajaemMocThb

KoanuecTBeHHOE ONPE/IC/ICHHE
Omenpa3soja

IocToponuue npuMecH
ITpumecs 1 (%)
ITpumecs 2 (%)

Teea Papma, C.JLY.

PesyasTar

CoOTBeTCTBYET

CooTrBercTBYyeT

CooTBeTCTBYET

He npoBoHI0CH

CooTBeTCTBYET
00:02:32

10.1 Mr/kanc.

He oGuHapyxeHo
He oOnapy&eHO
He oGHapyKeHo

Kanne Anatens Ceeypa, 11, 30anue Anvoampoc B,
-1l smavic, Anokodendac, 281 08 Maopuo, Henanus

Cmpanuya 1 uz 2

Cnenndurkanns

Karcysbl 6eabie —Genbie Ne 3,
mapkuposatHbic «O» Ha KpbILIKE
«10» na Kopnyce , cojiepxatme oeno-
GesKeBble MHKPOTPaHyJIbl.

Bpems yepiKuBanus OCHOBHOTO NMKa
Ha XpOMaTorpamMMme MCHLITYEMOro
pacTBOpa JIOJIZKHO COOTBETCTBOBATE
BpEMEHH YAEPIKUBAHMNS KA
OMeIpasolia Ha Xpomarorpamme
CTaHJIapPTHOIO PacTBOpA.

Y®-cnekTp norjaoueHus 0CHOBHOro
[IMKa Ha XpOMaTorpamme
HCTILITYEMOTO pacTBopa B 00/1aCTH OT
200 10 400 UM 10JIK€EH
coOTBETCTBOBAThL Y P-CHIEKTPY MHKa
OMeIpazoJia Ha XpoMaTorpaMme
CTaH/apTHOIO pacTBoOpa.

V®-cnekTp NorjioeH!s
HCTTHITYEMOTO PacTBopa B 00/1acTH OT
200 10 400 um j10/DKEH
cooTBeTcTBOBaTL ¥ D-CIIEKTPY
cTan/lapTHOrO pacTBopa.

J10J5KHO OBITH MOJ0KNHTENLHBIM:

- [TosiRsIeHHE OPAHIKEBOIO
OKpalIMBaHus

- [TosiBJIeHME KPACHOrO OKpallMBaHHA

<=15 MHH.

10 mr/kanc. £5%
(9.5 — 10.5 mr/kanc.)

<=0.15%
<=0.15%
<=0.15%




Tepa ®apma CJLY.

CEPTUOUKAT AHAJIM3A

Owmenpazoii-Tesa, KancyJbl, 10 mr, 28 wr., Poccns Cepus: 13636
Jlata npou3BOJCTEA: 09/2019 COIl: 3-PT000104-00
JlaTa ananusa: 04/10/2019 CIIC: SDIR004633/3
Jlara BpinycKa: 07/10/2019 Cpok ro/IHOCTH 09/2021
Cepus Ganka rpanyit B10287
HcnpirTanne Pe3viabTar Cnennduraums
Tpumecn A (%) He oOHapyxeHO <=0.15%
Tpumecs C (7o) He o6HapyxeHO <=0.15%
ITpumecs E (%) He oGHapy®¢HO <=0.15%
Ipumecs I (%)
EnuHnyHas <0.05% <=0.10%
HeMIeHTHGULIPOBAHHAS IPUMCECD <0.05% <=0.5%

Cymma npumecei

OAHOPOAHOCTE L03HPOBANTS 11,9 B cooTBeTCTBHE C TPeOOBAHUAMN
(M3MeHenne Macchl) AV<15,0
Kune10ToyeToHUHBOCTh 103,8% >=90.0%

(OT 3asABJECHHOTO COJICPIKAHNA

JOJDKHO OCTaBaThes 10CIIC

naxoxnenns 0,1 M p-pe HCL)

Pacreopenne 95.9% >=75.0%
(YD, oT 3a4BIEHHOTO COJCPHKANNI

JIOJIKHO PacTBOPUTECS B Oy (pepHOM

p-pe pH 6,8 uepes 30 MHH)

MukpoGuojioruteckas HncroTa

Escherichia coli He nposojuiach Orcyrersue B 1T
O61iee YMci0 adpodHBIX <=10° KOE/r
MHKpPOOPraHM3MOB (TAMC)

Q6 Liee YMeIo JIPOKIKEBBIX H <=10% KOE/r

nnecHesbix rpuoos (TYMC)

3AKJIIOYEHHUE
CoOTBETCTBYET Menekep OKK
07/10/2019

ﬂaHHbiﬁ JIOKYMEHT OblJ1 CO3/1aH B Baﬂl/llll/lp()BaHHOﬁ cUCcTEME U UMCCT DJICKTPOHHBIC NMoJAINHCH
ﬂepE:BOII, BCPCH Digitally signed by Olga Parkhomenko

O I g a DN: de=Corp, dc=Teva, ou=Global,

ou=Clients, ou=RU, ou=MO5, ou=USR,
en=0lga Parkhomenko,

P a rkh 0 m e n ko email=0Olga.Parkhomenko@actavis.com

Teaa q)ap v C‘ J’[ y Date: 2019.10.30 15:59:08 +03'00'
Kanne Anatens Ceeypa, 11, 30anue Ambampoc B,
-pi1i amanic, Anvkobenoac, 28108 Maopuo, Henanusi

Cmpanuya 2 u3 2




