NEKJAPALIASI O COOTBETCTBHHA

JEKJIAPAHT, NMPHHUMAIOLIHH JEKJIAPAIIHIO O COOTBETCTBHH

000 "Tega"

Csedenus 0 pezucmpayui opzanusayuu; MedcpailoHas uncnekyui Pedepansroii Har02080ti crysichvl Ne 46 no
2 Mockee 01.01.2008, OFPH 1027739033024, dama npucsoenus OI'PH 01.08.2002.

Aopec: 115054, 2. Mocksa, ya. Barosas, 0. 35. Teneghon: 8 (495) 644-22-34.

B muye: Tenepanvnozo oupekmopa Jpux Poute

[osepennoe nujo: Makcumosa JI.A., dosepenrnocme 7-932 om 14.04.2019

3ASABJSIET, YTO
nexapcmeennoe cpedcmeo: Posapm, mabnemxu, nOKpuimbie nienounou obonouxoi 10 m2 10 wm., ynaxosxu

Aveiixoebie KoHmypuvie (3), nauku kapmonnsle, PY N JII1-002213 om 02.09.2013 (dama 3amenst PY
03.09.2018) svidano Axmasuc Ipynn ITTC exgh, cepun F90255, napmua 9998 ynakosok, zoder 0o 31.07.2021,
npouseodcmea Axmasuc JImo, Mawma, bJI 016, Byneben Hndacmpuan demetim, 3eiimyn 3TH3000, ko0
OKIII2 21.20.10.149, kod TH B3] 3004900002, xonmpaxm Ne 71 om 01 .09.2016, unsotic Ne 2520021652 om
18.10.2019

COOTBETCTBYET TPEEOBAHWSIM

JIT-002213-070317 wam. Ne -2

JEKJIAPALIUSE TIPUHSTA HA OCHOBAHHH

npomoxon ucneimanuii Ne 9947 om 05.11.201 9 dXJT 000 "T1T "Henvma", ammecmam akkpedumaryuu
RA.RU.21HP36, Cepmucpuxam POCC MT.®M15.C89613 om 06.11.2019

JIATA IIPHHSITUSI JEKJIAPALIAH 07.11.2019
lIEKJIAPALvl}{l}!)‘IEﬁCTBHTEJleA 10 31.07.2021
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OPTAH IO CEPTHU®UKALINH, 3APETHCTPHPOBABIIHI JIEKJIAPATIHIO

POCC RU.0001.11®MI15 OPIAH 110 CEPTUPHKALIMH ITPOIYVKIIHH OBLJECTBO C
OIPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1., adpec opzana no
cepmuchuxayuu: 143581, Mockosckas obnacme, Hempunckuii pation, dep. Jlewwoso, 0. 248, cmp. 1, men.;
(495)640-96-69, (495)787-92-78 6eG-caiim: oyxk.pep.

JEKJIAPAILIST O COOTBETCTBHU 3APETHCTPHPOBAHA A2 POCC RU J-MT.OMI5.A4.27065/19
JIATA PEI'HCTPALLHM 07.11.2019

MIT. } /,fé
),

v 3apbrtosckas H.A.

CpEaniio TOANHCE Pyxosomurems OC
cepminurayit




Jlorotun KoMNanuu

Ten (+356) 2169 3533

dakc (+356) 2169 3604

Anpec IEKTPOHHO# NOUTEI KOMIAHHH

Per. Ne komnanuu C2867
Per.Ne MT 11360007

Axtasuc JlTn

LJIB 016

EyneGens Hujactpnan IcTelT
3eitryn 3TH 3000 Mansta
CaiiT xoMNaHHH

CEPTUOHKAT AHAJIN3A

HasBaxue NpoayKTa

Posaprt TabaeTKH, HOKPBIThIC nureriounoii odoaouxoii, 10 mr

Homep cepun F90255
JlaTa Npou3BOACTBA 08.2019
CpoOK roaHocTn 07.2021

Pasmep cepun

1 066 330 TadaeTok

Ne IToxaszarean

Hopmui

Pe3yabTaThl

1 Onncanne

BnzyalbHO

Kpyribie, ABOAKOBBINYKIbIE Ta0-
JIETKW,  MOKPBITLIC NAEHOYHON
obonoukoii  po30BOro  uBera c
rpasupopkoii «ST 2» Ha oHoi
cropone TabIeTKH.

CoOTBETCTBYET

2 IloaHHHOCTS

1.BDIKX

(oaHOBpPEMEHHO ¢ KOIHYECTBEH-
HBIM ONpe/eNeHHEM)

Bpems ylep:KuBaHus OCHOBHOTO
[IMKA Ha XPOMATOrpamMme MCMbl-
TYEMOro pacTBopa A0/IKHO COOT-
BETCTBOBATL  BPEMEHH  Y/ICPIKH-
BaHMs TNMKa pO3YyBacTaTHHa Ha
XpOMaTorpamme cTanaapTHOro
pacTBopa.

2. BOXKX-AM/T

(0AHOBPEMEHHO ¢
KOJHUYECTBEHHBIM ONpe/lesieHnemM)
VapTpaduoieToBbI CHEKTP TOT-
JI011leH|s OCHOBHOTIO 1THKa Ha
XPOMATOrPaMMe HCIBITYEMOro
pacTBOPa JI0JIKEH COOTBLT-
CTBOBATL Y (P-CHIEKTPY
NOMIOLIEHHS TTHKA PO3yBacTaTHHA
Ha XpOMAaTOrpaMMe CTaH1apTHOro
pacTROpA.

CooTBeTcTBYET

CoOTBETCTBYET

3 Pacreopenne

B2XKX

He menee 75 % (Q)
pO3yBaCTATHHA OT 3aABJICHHOTO
KoJiHuecTBa uepes 45 MUH.

Mun.:100,3%

Cpen.:102,3 %
Makc.:104,0%
(uepes 30 mun)

4 OanopoaHocTh
031 POBAHHSI

BOXKX
AV <150

AV:53




5 IlocToponnie npuMec

B2AKX
5-kertokucnoTa — He donee 1,2 %; | <0,10%
JlakTon — ne Gosnee 2,0 %; <0,10%
3R,5R-Po3y (authn uzomep) — ne <0,10%
6onee 0,5 %;
Enunninoil nennentudumuposan- | <0,10%
noit npumect — ne donee 0,2 %;
Cymma nipumeceii — ne Gosiee <0,10%
3,0 %.

6 Mukpo6uoornueckas
HHCTOTA

I"'ch X111 Kateropus 3A
win Epp.®.

O6uiee UHeno a3podHbIX 0
MUKPOOPraHH3MOE - e Donee 10°
KOEBIT

O61ee YHC/10 APOAKEBLIX H 0
niecHessix rpuboB - He Gonee 10°
KOEelr OTCYTCTBHE
Orcyrereue Escherichia Colis 1 r

7 Kosmuecreennoe
onpeae/ieHue

BOKX
Or 95 % 1o 105 % posysactatuna | 9,94 mr (99,4%)
OT KOJMYECTBA, YKA3aHHOoro Ha
ITHKETKE

CocTaBieH:
Ceernana byrrureer
Jara: 18.10.2019
[Moanuce

Onobpen:

Kesnn Mannua
Jara: 21.10.2019
IToanuce

TIpenapar COOTBETCTBYET TPeOOBAHMAM CrICLHUKALIMH

[lepeBon BepeH

Olga

Digitally signed by Olga Parkhomenko
DN: de=Corp, dc=Teva, ou=Global,
ou=Clients, ou=RU, ou=MOS, ou=USR,
cn=0lga Parkhomenko,

P a r kh O m e n ko email=0lga.Parkhomenko@actavis.com

Date: 2019.10.29 11:09:52 +03'00"




Axtasnc JIta

bl 016

bynebens Hunacrpuan Dereiir
3eiityn 3TH 3000 Mansta
CaiiT koMnanuu

Ten (+356) 2169 3533

(dake (+356) 2169 3604

Aznpec MeKTPOHNION N0MTBI KOMIANHH
Per. Ne komnanun C2867

Per Ne MIT 11360007

Jloromun komnannn

Ceprudukar suinyexka cepun

3aka3zuuk

Tesa PY

CTPﬂIIa HA3HAYCHHA

Poccug

Howmep 3akaia:

Pvc 051900Y

Hasmanue npenapara (11a pyccKom s3bike)

Posaprt 10 mr posysacrariun

MC?KIIy}[ﬂ]’)O;]HUC HajBaHWE Hperiapara

Posysacratun 10 mMr

JleTann yNnakoBOoUHOTO MaTCpHAa

Homep v Bepena ynaxosku: 1028096-03
Homep v Bepeus nierpykumnn:1028101-05
Homep 1 Bepenst (posisrn Gamcrepa 1028103-03

Homep cepun (YKasalas Ha YIIAKOBKE)

F90255

Homep cepun 3akazuuka

F90255

CHCII}’I(l)HKﬂIlHH TOTOBOIO HPOJIYKTA, BCPCHSA

SPFP_ROSU_05

AHAIHTHYECKHE METO/1bl TOTOBOIO 1POJIYKTd

STFP_ROSU_04

JlekapcTeennas opma TabieTkn
Pasmep ynakoBku 30 rabnerok
Tun ynakoBkn Oancrep
JlaTa nnpousBo/icTBa 08/2019
Cpox roJinoeTH 07/2021
JlaTa ynakoBku 30.07.2019

KonnuecTso nocrasiseMbix VITAKOBOK 9998 YIAKOBOK

Peructpanuonnioe yioctosepenue JIT1-002213

Axrasue Jlta

BJIL 015-016

bynebens Munacrpuan Dereiir
3eitryn 3TH 3000 Manbta
Homep nunenznu: MJI001
GMP: MT/031HM/2018

[IpousBoanTEIL M MECTO HIPOBC/ICHHSA AHAIN3A

VIIaKOBIIMK H BBIIYCKAIOUINI KOHTPOJIL Axrasune JITn

KAuecTBa >J1B 015-016
byneoens Unnactpuan DeTeiT
3eiryn 3TH 3000 Manbta
Homep smuensun: MJ1001
GMP: MT/031HM/2018
Kommentapun:

Hactosums noarsepaaesm, UTo BbllICYKA3aHuas Cephs, BKIOYAs NOAYNPOAYKTE H aKTHBHYIO CyOCTanunio, OLINa BLINyIeHa /U1 NPOJaKH Ha
phiHok AkTasicom. [lpoaykT Gbin oTnpasaen no MeCcTy nasnauenna

HacTosins 3asBisem, uTo BLILICYKazaniaa wHopyanns spiseTcs NoUHINONA 1 Tounoil. ITa cepus OhIa NPONIRE/ICHA, BKIIOYAA YIAKOBKY H
KOHTPOJIb Ka4eCTBA Ha YKa3aHoM Bhllle caiite (ax), B nojnoM cootseTeTsiy ¢ Tpedosanuavn GMP u cneundukannn. Apxusneic odpasithi cepny
xpaHaTcs B Aktasne JITL, MansTa B Teuenue 0jIHOT0 TO/1a 110 HCTEUEHHH CPOKA FOIHOCTH NPOAYKTA.

3anuce NPON3BOACTBENHOTO NPOIECCa cepHi (BKNOYUas YIAKOEKY I KONTPOJL KauecTsa) GuUM PacCMOTPEHBI B IPH3HAHEL B COOTBETCTBHH
TpefoBannamM GMP 1 TeXHnuecknm crennukalnsm.
Bee nokymentsl 6yayT xpanntes B Aktasnc Jlra, MaisTa B Teuenne 0410ro roja no HeTeHeHHN CPoka roAH0CTH NPOIYKTa.

Bbinn i kakne-1160 CylecTBEHNbIC OTKIOHEHHA OT NPOH3BOJICTBECHHOIO NPOLECCa, YKA3AHHOI0 B TEXHHYECKOM COMMIALIENHH B OTHOMEHHH
KauecTRa NPOAYKIHH WK BLINycKa?

Her Jla (CM Koo oTHeTa OTKIoHEHNs / nepenncka)

BrleynoMaHyTas cepis JICKapcTBCHHOTO Npenapara nmeet GezonacHocts B cootseTeTsnyn ¢ Anpextnsoii EC no dansendmunposannsiv JIC

2011/62/EU?

Her Ha
KOHTpORb Ka4vecTBa.

Ceernana byrrureer

Mara: 18.10,2019

YnosnomMoueHHoe (OTBETCTBCHHOE) JIHLIO KOHTPOJIA Ka4ecTsa:
Kesun Mannua
Jara: 21.10.2019

Toannen Houmen



