JloroTum KoMImaHuu

Ten (+356) 2169 3533
®axc (+356) 2169 3604
Info@actavis.com mt

Per. Ne xomnanuu C2867
Per.Ne MT 11360007

AxtaBuc JItg

BJIb 016

Byne6ens Mnnactpuan Sctelt
3eitityn 3TH 3000 Masnbta
www.actavis.com

V02

CEPTUD®UKAT AHAJIM3A

Haszpanue npoaykra Po3apt Ta6/1eTKH, NIOKPHITHIE MIEHOYHOI 000/104K0i, 10 MI

Homep cepuu F93804

JaTta nponsBoacTBa 02/2020

Cpok rognocru 01/2022

Pa3smep cepuu 3 165 353 radJuerox

Ne IToxka3aTenn

Hopmbi

Pe3yabTaTsl

1 Onucanmne

BusyanbsHo

Kpyrible, IBOSKOBBIIYKIbIE Ta0-
JIETKH,  TOKPBITBIE  IIEHOYHOM
000JI0YKOl  pO30BOrO  IBETa C
rpaBupoBkoil «ST 2» Ha omHOH
CTOpPOHE TaOJIETKH.

CooTBeTCTBYET

2 IopaunHoCTH

1.BOXKX

(OITHOBpPEMEHHO ¢ KOJIMYCCTBECH-
HBIM OTIPEICIICHIEM )

Bpems ynmepxuBaHHS OCHOBHOTO
MMKa Ha XpOMAaTorpaMMe HCIIbI-
TyeMOT0 pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH Y/ACPIKH-
BaHMs IMMKa pO3yBacTaTWHAa Ha
XpoMmarorpamme CTaH/IapTHOTO
pacTBopa.

2. BOXKX-IM/T

(OIHOBPEMEHHO € KOJIMYECTBEHHBIM
OTIpeIeIICHUEM )
VYipTpaduoneToBbI CHEKTP IOTIIO0-
IIIEHHsI OCHOBHOT'O ITHKa Ha
XpOMaTorpaMme UCIbITYeEMOTO
pacTBopa J0JDKEH COOTBETCTBOBAThH
Y®-cnekTpy NOraomeHus mmKa
po3yBacTaTHHa Ha XpoMarorpamme
CTaHJIAPTHOTO PacTBOpa.

CooTBeTcTBYET

CooTBeTCcTBYET

3 PacTtBOopeHnue

Esp. ®. wiu I'® PO
BDXX
He menee 75 % (Q) uepes 45 muH.

Cpen.101.43 %
Mun:98.90%
Makc:104.30%
nocie 30 MuH

4 OaHopoaHOCTH
J03UPOBAHMS

Esp. ®. wiu I'® PO
B2XX
AV <150

3.6




5 PoncrBenHble npumecu

BOXX

5-keTokuciora — He 6oiee 1,2 %;
Jlakton — He 6onee 2,0 %;
3R,5R-Po3y (anTH nzomep) — He
6onee 0,5 %;

Enuangano HenaeHTH(UITNPOBaH-
HOW mpumecH — He Oomee 0,2 %;
CymMma npumeceit — He Ooriee

3,0 %.

0.17%

<0.10%
<0.10%
<0.10%

0.17%

6 MuxpoOuoJiornyeckast
YHCTOTA

I'® PO Kareropus 3A
unu EBp.®d.

- me 6onee 103> TAMC (KOE /1)
o011ee YHCIIo a3pOOHBIX
MHKPOOPTaHH3MOB
- me 6onee 10> TYMC (KOE /r)
0011ee YHCIIO APOHKIKEBBIX U
IUICCHEBBIX TPHOOB
OtcytcrBue Escherichia coliB 1 T

10 KOE /r

0 KOE /v

OTCYTCTBHUC

7 KoanuyecTBeHHOE
ompeaeaeHue

B2XX

Ot 95 % no 105 % posyBacTtaTHHa
OT KOJIMYECTBA, YKa3aHHOTO Ha
JTHKETKE

9.86 Mr (98.60% )

Cocrasien: Ban Buamap
Jara: 07/07/2020
ITonnuce

OnobpeH:

I'abpuenna Bemnna bpunkar
Hata:07/07/2020

[Toamuce

[Ipenapat COOTBETCTBYET TPEOOBAHUAM CriCIH(DHUKAIUN
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Bepcus 01

CepTudukat BbINYCKA CEPHU

3aKazymuK Tesa PY
CtpaHa Ha3HauCHHS Poccust
Howmep 3akaza meauc Pyc 0120011

HasBanue IperiapaTra 3aKa3uuKa U JTO3UPOBKa

Pozapr 10 mr

AxTaBHca Ha3BaHUE npenapara 1 103MpOBKa

PozyBacratun 10 mr

JleTanu ynakoBOYHOro MaTepuana

Kapron (mHomep u Bepcus) 1028096-03
Wuctpykums (Homep u Bepeust) 1028101-06
Braucrep/¢porsra (Homep u Bepcust) 1028103-03
OTukeTKa (HOMep U Bepcusl) H/I

Howmep cepun (yka3zaHHas Ha yIaKOBKe)

F93804

CHCL[I/I(I)I/IKaL[I/IH TOTOBOI'O IIPOJAYKTA, BEpCHUs

SPFP_ROSU 06

AHaymuTH4ecKue METO/Ibl TOTOBOI'O NIPOJYKTa

STFP_ROSU 05

JlaTa ynakoBku

20.05.2020

CallT MpoU3BOJUTEIS aKTUBHOW CYOCTaHIHH

Haszsanne: MCH Jlabopatopuec IlpaiiBaT Jlumuten

Anpec:Sy.No.317 & 323, Rudraram (Village), Patancheru (M).Sangareddy
Dist,502329,Telangana ,India

Howmep pazpemrenns :10/MD/AP/2004/B/CC ot 16.03.2004

Howmep ceptudurara GMP compliance:L.Dis.No. 1184/E(R)/TS/2019

YcaoBus XpaHEHHsI TOTOBOTO MPOAYKTA

Xpanutp He Boiie 30°C.

JlexapcTBeHHas hopma TabneTkn

Pa3mMep ynakoBkH 30 TabneTok

Tun ynakoBku ommcTep

Jlata npousBoxcTBa 02/2020

CpoK rogHOCTH 01/2022

KommaecTBo mocraBisieMbIX YIIaKOBOK 42 480 ynakoBOK

HowMmep perucTpaiiMoHHOr0 yI0CTOBEPEHUs! JIT1-002213

CaiiT mpou3BoAMTENS OaNKa W MECTO TPOBEICHUS Axrasuc JItn

aHamM3a BJIb 015-016
byne6ens Mnnactpuan Dctedt
3etityn 3TH 3000 Mansrta

Howmep munenzun: MJI 001
GMP: MT/031HM/2018

CalfT ynakoBKM U BBIITyCKAIOIIEI0 KOHTPOJI
KadyecTBa

Axrasuc JItn

BJIB 015-016

byne6ens Mnnactpuan Dctedt
3eitryn 3TH 3000 Manbta
Howmep munenzun: MJI 001
GMP: MT/031HM/2018

Kommentapuu: Cepust cootBerctByet HJI JII1-002213-070317 (ot 07.03.2017), m3menenne Nel JII1-002213-021117 (ot 02.11.2017), u3meHerne Ne2
JIII-002213-071118 (ot 07.11.2018), n3menenue Ne3 JITT-002213-170220 (ot 17.02.2020)

Hacrosmm noaTBepikaaeM, 4TO BhILICYKa3aHHasl CEPHsl, BKIIIOYAst MOTYNPOIYKTHI U aKTHBHYIO CyOCTaHIINIO, ObLIa BHITYIICHA
IUTS TIPOJIXKH Ha PHIHOK AKTaBUCOM. [IpoayKT ObUT OTIPABIICH IO MECTY Ha3HAUYCHMSI.

Hacrosunm noaTBepikaao, 4To MpUBeIeHHas BbIlle HHGOPMAIS SIBJISIETCS JOCTOBEPHON M TOYHOM. DTa mapTust Obuia
M3TOTOBJIEHA, BKIFOYAsk YIAKOBKY M 00eCIIeueHHe KauecTBa Ha BBHIICYIIOMSHYTHIX caiiTe(ax), B TOJTHOM COOTBETCTBHHU C TPEOOBAHUSIMHI
GMP MecTHOTO peryimpyomero opraia u crienudukanyei B pa3penieHny Ha PoJaXx<y CTpaHbI-IMIOpTepa. ApXHUBHBIE 00pa3Lbl CEpUU
xpasAtrcs B Akrasuc JIta., Manbra B TeueHHE OZHOTO Tofia 10 UCTCYEHUH CPOKA FTOJHOCTU MPOAYKTA.

3amuck MPOU3BOICTBEHHOTO MPOIecca CeprH (BKIIFOUast yIAaKOBKY M KOHTPOJIb KadecTBa) OBUIH PACCMOTPEHBI M IIPH3HAHEI B
cootBeTcTBUM TpeboBanusiM GMP 1 TeXHUUECKUM CrieHUUKALHSIM.

Bce nokymenTsl OyayT xpaHutcsa B AktaBuc JIta., Manbra B TedeHHE OJHOTO rojia 1o UCTEUEHUH CPOKA TOAHOCTH MPOIYKTa.
bbby 1 kakue-nubo cynecTBeHHbIE OTKJIOHEHHUS OT IPOM3BOJCTBEHHOTO MIPOLIECCa, YKA3aHHOTO B TEXHUYECKOM COTJIAILICHUH B

OTHOIICHHWHU Ka4yeCTBa NPOAYKIHUU NN Bbll'[yCl(a?

—1

Het Ha

(CMm KomHIO OTYEeTa OTKJIOHEHHMS / MeperrcKa)



http://www.actavis/

BemmeynomsiHyTast cepusi JIeKapCTBEHHOTO IIperapaTa UMeeT 0e30MacHOCTh B COOTBETCTBHH ¢ JupektuBoii EC nmo
¢danscudurmmposanusM JIC 2011/62/EU?

@ —

Her Ha

Kontpons xauecrtna: YI0IHOMOUYEHHOE JIUIO KOHTPOJIS KauecTBa:
WBan Buamap I'abpuemna Bemna bpunkat

Jara: 11.06.2020 Harta: 11.06.2020
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