NEKJAPAIIA O COOTBETCTBHHA

JEKJAPAHT, MPHHUMAIOUMHA JEKTAPATUIO O COOTBETCTBHUH

000 "Tesa"

Ceedenus 0 pecucmpayui opeanu3atfuu. MedicpatioHHas UHCheKYus DedepanbHol HANO2060U cayorchor Ne 46 no
> Mockee 01.01.2008, OFPH 1027739033024, 0ama npuceoenui OI'PH 01.08.2002.

Aopec: 115054, 2. Mocksa, yn. Banosan, 0. 35. Tenegpon: 8 (495) 644-22-34.

B muye: I'enepanbiozo dupekmopa Dpux Powe

Hosepennoe auio: Marcumosa JI.A., doseperriocnib T-932 om 14.04.2019

3AABJISIET, UTO
nexapcmeenHoe cpeocmso: Xunax opme Kanau 015 NpUEMa eHympb 100 sn, paaxonsi (1), nauku KApMOKKLIC,

PY Ne IT N014917/01 om 14.05.2009 (dama 3ameHbl PV 18.09.2017) soidaro pamuoghapm Im6X, cepus
V03385, napmus 84945 ynaxogok, 2oden 00 01.02.2023, npouseodcmea Mepxne Im6X, I'epmanus, Hoxmop
Teope-LlInon-IlImpacce 7, 891 43 Bnayboiipen / Mepxne ImoX, I'epnanu, JTiodeuz-Mepxne-IlImpacce 3,
89143 Bnaybotipen, koo OKII/I2 21.20.10.116, kod TH B3] 3002905000, konmpaxkm Ne 71 om 01.09.2016,
uneoiic Ne 2520016225 om 07.05.2019

COOTBETCTBYET TPEBOBAHHAM

IIN014917/01-180917 usm. Nel

JNEKJIAPALIMSI IPUHATA HA OCHOBAHHHM

npomoxon ucnbimanuii Ne 26622 om 27.05.2019 Jlabopamopnuiii yenmp OO0 "[[KK OHL]", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmucpuxam POCC DE. dMI5.C78961 om 28.05.2019

JIATA NPUHATHSA NEKJIAPAIIHH 29.05.2019
JEKJIAPAIIMA JNENCTBUTEJBHA /10 0/ .02.2023
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OPTAH 1O CEPTUO®HUKAIIHH, 3APETHCT PHPOBABILHI JEKJTAPALIAIO

POCC RU.0001.11®M15 OPTAH IO CEPTUDHKALIHH ITPOAYKUHH OBLECTBO C

Ol PAHHYEHHOH OTBETCTBEHHOCTbBIO "OKPY)KHOH LJEHTP KOHTPOIIA KAYECTBA",

adpec opzanusayuu: 11 5280, 2. Mocksa, y1. Macmepkoga, 0. 4, om. 5, nom. I, kom. 1., adpec opzana no
cepmuchurayuu: 1 43581, Mockosckas obnacni, Hempunckuii pation, dep. JIewxoso, 0. 248, cmp. 1, mea.:
(495)640-96-69, (495)78 7-92-78 seb-catim: OyKK.p@d.
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Meprne Tm6X

TeBa AMEHEPUKC cucTEM

ratiopharm

CepTtudmkar Ha BbINYCK cepuun

CrpaHa:

MpoAykT:

Cepus:

NekapcTeeHHasn opma:
AKTWBHOE BELLECTBO:
YcnoBust XxpaHeHus:
JnueHauna Ne:
Ceptudwukat GMP:

Poccua

Xunak @opTte Kannu AnA npuemMa BHYTPb

CO BKYCOM BHLUHM

V03385

Kannu ans npuema BHYTPb

XpaHuTb Npu Temnepatype He Boiwe +25 C°
DE_BW_01_MIA_2017_0024/DE_BW_01_Merckle

DE_BW_01_GMP_2017_1060 (BnaybovpeH)
DE_BW_01_GMP_2018_0069 (BnayBoitpeH-Beinep)
DE_BW_01_GMP_2016_0099 (Ynbm)

[lata npouseoAcTsa: 02.2019
Cpok rogHocTw: 02.2023
[oszuposka: 100 mn
YnakoBka: 100 mn pacTBOpa/CTeKNAHHLIA (h1akoH

Ha4ano ynaxkosku:
OKOHYaHWe ynakoBKu:

MpowssoauTens banka:

YnakosaHo:

BbinyckatoLwuniA KOHTPONk!

03.04.2019
05.04.2019

MEPKJE N'MBX

Op.reopr- Wnow-Wrpacce 7
89143-bnaybonpeH
lepmaHua

MEPKJE T'MBX
MPAD-APKO-LUTPACCE 3
89079-YNbM

[epmaHnuna

MEPKIE I'MBX

noaBwUIr MEPKINE WTPACCE 3
89143- bnaybonpeH

epMaHwa

HUKaKUX 3HAYMTENbHBIX WKW KPUTMYECKUX OTKIOHEHWIA, KOTOpble MOryT MOBNWUSATL Ha BbIMYCK
cepvu, He 3aperncTpupoBaHo.

HacToAwmMM NOATBEPX/AAlD, YTO YyKalaHHas Bbille WHGOpMauua BepHa. [anHasa cepus
npoaykta Obina npousBeaeHa, BKIKYAA YNaKoBKy WU KOHTPOIb KayecTsa B TMOMHOM
cooTBeTcTBMM ¢ TpeboBaHnamn GMP n cneuudukaummn. 3anucu o0 NPoM3BOACTBE, YNAKOBKE U
aHanu3e JaHHOW Cepun CooTBETCTBYIOT TpeboBaHNAM GMP.

[laHHas cepws AonylieHa Ans peanusauuu.

03.05.2019 Moanuch yNONHOMOYEHHOro nuua

CrpaHmya 1msl
V03385/280271



Meprne T'mbX

Tesa A}KEHEPUKC CUCTEM

ratiopharm

CepTtudmkaT Ha BbINYCK cepuun

Crpana:

MpopykT:

Cepwus:

NexapcTeeHHaa dopma:
AKTUBHOE BELLIECTBO:
YcnoBus XpaHeHus:
NnyeHana Ne:
Ceptudwmkat GMP:

Poccus

Xunak @opTe Kannu ana npueMa BHyTpb
CO BKYCOM BULWIHW

V03385

Kannu ans npuema BHYTPb

XpaHuTb Npy TEMNEpaType He Bbille +25 C’
DE_BW_01_MIA_2017_0024/DE_BW_01_Merckle
DE_BW_01_GMP_2017_1060 (BnayboitpeH)
DE_BW_01_GMP_2018_0069 (BnaybonpeHr-Bennep)
DE_BW_01_GMP_2016_0099 (¥nbm)

[ata npouasoacTea. 02.2019
Cpok rogHoCTK: 02.2023
J[lozvpoeka: 30 mn
YnakoBska: 30 mn pacTBOpa/CTEKNAHHLIA (PNaKkoH

Hauyano ynakoBku:
OKOHYaHue ynakoBKu:

MNpown3soauTens banka:

YnakosaHo:

BbinyckatoLuid KOHTPONL!

02.04.2019
03.04.2019

MEPKNE IMBX

[p.Teopr- Wnow-Wrpacce 7
89143-bnayboipeH
[epmanusa

MEPKIE TMBX
TPA®-APKO-LUTPACCE 3
89079-YNNbM

[epmaHua

MEPKNE T'MBX

NIOABWI MEPKJIE LUTPACCE 3
89143-BNNAYBOVPEH
MepmanuA

HUKaKUX 3HAYUTEMbHbBIX WIW KPUTMYECKWX OTKNOHEHMI, KOTOpbIe MOryT MOBMUSTE Ha BbINYCK
cepui, He 3aperncTpupoBaHo.

HacTosWMM NOATBEPXAAI0, YTO ykalaHHas Bbille WHdoOpMauus BepHa. OaHHaa cepus
npoaykta 6bina nNpousBeAeHa, BKNKYaAA yNakoBKy W KOHTPOZb KayecTRAa B MONHOM
cooTeeTcTBMM ¢ TpebosaHuamMum GMP 1 cneundukaumn. 3anucu 0 Npou3BOACTBE, yNakoBke W
aHanuae AaHHOW cepun COOTBETCTBYIOT TpebosaHuam GMP.

[laHHas cepwsi AonylieHa Ans peann3aunn.

03.05.2019 Mognuchk yNnonHOMOYEHHOro nua

Crpanuua 1m3l
\V03385/280274



ratiopharm

CepTudomkar aHanumsa
Poccuiickas ®egepauns [lata npouasoactea:  02.2019
Cepus: V03385
Cpok rogHocTy 02.2023
Homep aHanuaa: 201904005550
Xunak CbOpTe Kannu ansa npuemMa BHYTpb
CO BKYCOM BULUHW
McnbiTaHuA Cneuudpukaumsa Pesynbtart
O61wwMe 1 cneunanbHblie XapakTepucTUKK:
Onucaxwne Mpo3payHbli oT cBeTno- COOTBETCTBYET
XenToro ao XenTo-
KOPUYHEBOrO LiBETa PacTeop C
3anaxom BULLIHK
pH 30-34 3.2
MnoTHoCTb 1,040 — 1,095 r/mn 1,055 r/mn
Mpo3padHoCTb ¥ onanecuyeHTHocTs  PacTsop LLOIKEH BbITb COOTBETCTBYET
npo3pa4Hbim nnu He
WHTEHCUBHEE 3TaNoOHHOro
pacteopa |l
Pactsop AcmkeH ObiTb
BecuyBeTHbIM UK He
LiBeTHOCTL cooTBETCTBYET
WHTEHCUBHEE 3TanoHHOro
pacTteopa BY,
O6bem coaepxumoro dnakoHa [lomKkHO COOTBETCTBOBATH COOTBETCTBYET
MoAnMHHOCTL:
MonouyHas kucnoTa (BAWX) NOMXHO COOTBETCTBOBATL COOTBETCTBYET
NakToza (peakyua ocaxaeHws) [ONMXHO COOTBETCTBOBATL COOTBETCTBYET
Kanua copbat (B3XKX) [OMKHO COOTBETCTBOBATL COOTBETCTBYET
KonuuecTBeHHoe onpeaenenuve [ 1 mn pacTeopa:
MonouHas kucnota (BOWX) 75,0 Mr £25 % 73,13 mr
56,25 - 93,75 mr
75-125% 98%
Nakrosa (TuTpUMeTpU) 50,0 -70,0 mr 53,5 wmr
0,454 — 1,192 mr 1,108 mr
Kanus copBat (B3XX)
40 -105 % 98%
Mukpo6uonoruyeckas ymcrora:
Mepkne Tm6X 03.05.2019 Moanuch OTBETCTBEHHOTO MLA




Poccuitickas ®egepauyums

ratiopharm

‘CepTudMkaT aHanuaa

[aTa npouaeoactea:  02.2019

Cepws: V03385

Cpok rogHocTy 02.2023

Homep aHanusa: 201904005550
Xunak CIJOpTe Kannu Ansa npuemMma BHYTPb
CO BKYCOM BULUHHW
NenbiTaHusa Cneuundcmkaumna PesynbTart
Esp. ®apm. 2.6.12/2.6.13
Eep. ®apm. 5.1.4

[IOMXHO COOTBETCTBOBATL COOTBETCTBYET

Cepusi COOTBETCTBYET cneuncuKalMm Ha NpoayKT

Mepkne TmbX

Olga Parkhomenko

03.05.2019

Digitally signed by Olga Parkhomenko

DN: de=Corp, dc=Teva, ou=Global, ou=Clients, ou=RU,
ou=MOS, ou=USR, cn=0lga Parkhomenko,
email=0lga.Parkhomenko@actavis.com

Date: 2019.05.16 16:14:26 +03'00"

MNoanuck OTBETCTBEHHOMO NULA



ratiopharm

Ceptuchmkar ananusa
Poccuitckas ®eaepauus Nata nponssoacTea:  02.2019
Cepus: V03385
Cpok rogHocTH 02.2023
Homep ananwuaa; 201904005550
Xunak tDopTe Kanmnu ans npuemMa BHYTPb
CO BKYCOM BULIHMU
UcnbiTaHus Cneundhmkaums PesynbTar
Obuwume 1 cneynanbHble XapakTepPUCTUKM:
OnucaHve MpospauyHbid  OT  cBeTno- COOTBETCTBYET
XKenToro no XenTo-
KOPUYHEBOro LiBeTa pacTBOp C
3anaxoMm BULLHW
pH 3,0-34 3,2
MnoTHocTh 1,040 — 1,095 r/mn 1,055 r/mn
MpospayHocTb 1 onanecyeHTHocTs  PacTteop [OIMKEH BbITb COOTBETCTBYET
npo3paqHbIM nnu He
WHTEHCMBHEE 3TanoHHOro
pacteopa ||
PacTteop gonxeH BbITb
BeclUBeTHbIM WK He
LipeTHoCTb COOTBETCTBYET
WHTEHCUBHEE 3TanOHHOro
pacTteopa BY,
O6vem copepkMmoro tnakoHa [onxHo cooTBeTCTBOBaTbL cooTBeTCTBYEeT
MoanuHHOCTL:
MonouHas kucnota (B3NX) AOMKHO COOTBETCTBOBATL COOTBETCTBYET
JlakTo3a (peakuus ocaxaeHus) [OMKHO COOTBETCTBOBATL COOTBETCTBYET
Kanus copbart (B3»KX) OOIMXXHO COOTBETCTBOBATL COOTBETCTBYET
KonuyectBeHHoe onpenenedue / 1 mn pacteopa:
Mono4yHas kucnota (B3WX) 75,0 mMr+25% 73,13 mr
56,25 —-93,75 mr
75-125% 98%
NakTosa (TTPUMETPUSA) 50,0 — 70,0 mr 53,5 mr
1,108 mr
98%

Kanus copbat (B3XKX)

Mepkne TmbX

0,454 — 1,192 mr
40 -105 %

03.05.2019

Moanucb OTBETCTBEHHOTO NK Ua



ratiopharm

Ceprucbuk'afr*g@anusa

Poccuitickas ®enepaums [arta npouseopctea:  02.2019

Cepusi: V03385
Cpok rogHocTy 02.2023
Homep aHanuaa: 201904005550

Xvnak ®opTe kannu NS npuemMa BHYTpb
CO BKYCOM BUILLHMU

McnbiTaHua Cneundukauus PesynbTar

MHKpOﬁHO]‘IOFH YeckKasa YMcroTa:

Esp. ®apm. 2.6.12/2.6.13

Esp. ®apm. 5.1.4
LOMKHO COOTBETCTBOBATL COOTBETCTBYET

Cepus cooTBeTCTBYET crneundmrKkalmm Ha NpoayKT

Digitally signed by Olga Parkhomenko
OI DN: de=Corp, de=Teva, ou=Global,
g a ou=Clients, ou=RU, ou=MOS, ou=USR,
en=0lga Parkhomenko,

Pa r k h omen ko :‘mawlaclga.hlkhumenkuw,r_-aclavls.cu

Date: 2015.05.16 16:25:19 +03'00

Mepkne Tm6X 03.05.2019 Moanuck OTBETCTBEHHOIO NMULA



