JTEKJAPAIIISI O COOTBETCTBUU

AEKIAPAHT, IPHHUMAIOIIHI NEKJIAPALMIO O COOTBETCTBHH
A0 "PAHEAKCH

Ceedenus 0 peeucmpaijun opeanusayin: Mexcpattonnan uncnexyus @edepanshoit nanozoeoit cavocbu Ne 46 na |
e Mockee 01.01.2008, OFPH 1047796333846, dama npuceoenus OFPH 20.05.2004. '

Aopec: 107023, e Mockea, yi. Inexmposacoockas, 0. 27, cmp. 8. now. 1471, Texegpon: 8 (495) 234-31-70.
B auye: Feneparsunitt oupexmop A. Baies
Avsepennoe anyo: Patoea B.IO.. doaepennocing 6/u om (09.01.20192.

JASBJISIET, UTO

| aerapemsennoe cpedemso. Kiadare O, mabaemiu npoionauposanioso Jeiicmeus, noKpsimsle nIeHOYHOIN

| 0boa0ykei 300 me 7 uom., ynaxesku setikossie koumypneie (1), naukis rapmonnbie, PV No JJCP-000837/08 om

f
1

18.02.2008 (dama 3amenst 04.04.2017), cepus 3989711, napmus 6577 ynaxosox, eoden do 01.12.2020,
npoussedemea Can Papvacsiomuras Huoacmpuz JImno.. Hnous, Sun Pharmaceutical Industries Lid., Industrial
Area No. 3. A.B. Road, Dewas 435 001, Madhya Pradesh, ndia oo OKITA2 21.20.10.191, ko6 TH B37
3004200002, konmparm Ne SUN/ZA020135 om 05.03.2013, unsoiic No 7000024703 om 14.01.2019

COOTBETCTBYET TPEBOBAHHUAM
- JICP-000837/08-180208 (H 42-14641-07 uzm. Ne 1-9)

JEKJIAPALIMSI IPMHATA HA OCHOBAHMU
- npomoroa ucnwmanuii Ne 706p om 04.03.2019 HIT Q00 HI] "PAPMOBOPOHA", ammecmam axxkpedumaiyii
- POCC RU.O001.21D740, Cepmughuram POCC IN.PMOS.C33214 om 04.03.2019

JIATA IPHHATHA JEKJIAPALIHH 05.03.2019
AEKJAPAIINS AEACTBHTEJIBHA JIO 0/.12 2020
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CBEJAEHMUS O PETUCTPAIIN

 OPI'AH IO CEPTH®HKALMH, 3APETHCTPUPOBABIII I TEKJIAPALUAIO

- RARU.IIOMOS OPTAH 110 CEPTHOHKALIMH TPOIYVKIIN OBLIECTBO € OFPAHHYEHHON

- OTBETCTBEHHOCTBIO "OKPVAHOH LIEHTP KOHTPOJIS KAYECTBA"

- aopec opearizayuu: 115280, o Mockea, va. Macmeprosa, 6. 4, sm. 3, now. I, xox. 1, adpec opeana no

- cepmucpurayuu: 115280, POCCHA, 20pod Mockaa, va. Macmeprosa, 0. 4, am. 3., meir.(495)788-02-88, eeb-
canum: OyRK.pg.

- JAERJAPALIHMSA O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC RU JJ-IN.PMO8.A. 17672/19
JATA PECHCTPALLMN 05.03.2019
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Can ®apmacsrorukan Uanacrpus Jita
Pharma Manufacturing. Industrial Area Ne3, Dewas-455001, India.

CEPTU®UKAT KAYECTBA

Mpenapat: Knabakc O Tabnetku 500mr
(KnapMTpoMHLMH NPONOHIMPOBAHHOrO OeUCTEBUSA TabneTku)

Homep cepuu:

[laTa narotoBneHuna
Cpok rogHocTu

Homep cneuundukaLmm

MokasaTenu

OnucaHue

MoanuHHOCTL
ana KnapuTtpomuuuHa
(B3XX)

CpegHana macca (mr)
OpHopogHoOCTL Mo Macce

Boaa (% macca/macca)
(MeTtopg |) (ucnonb3ysa nupuauH
KakK pacTBOpUTENb)

PactBopeHue (B3XX)
Bpems

1y

44

124

PoacteeHHble coeguHeHUsA (%
macc/macc) (BAXKX) Mobbie 4
npumecu

Mpumecs F

Mpumect D

Mpumeck E

Mpumecs G

MNpumechb ykaszaHa IMP MW762
Nwbasa gpyras nasectHas
rnpumMech

Iliobas HenaeecTHas NpUMECh
Bcero npumecen

Mukpobuonorvyeckas 4ucroTa:
Ob6Luee YMcno KU3HecnocoBHbIX
aspoboe (KOE/r)

A3pobHble BakTepuu

punbel

E.coli (Ha 1,02)
KonuuectBeHHOe

onpepeneHue (B3XKX)

Kaxpas TabneTka cogepxuT:
KnaputpomuumH Ph.Eur.

A.R. Ne:
PbIHOK:

3989711
12/2018
12/2020
FS005328/10

PesynbTathbl

TabneTku CBETNO-XENToro UgeTa,
oBansbHoW hopMbl, ABOSKOBLINYKMLIE,
MOKPbITLIE NNEeHoYHOM 0Bono4kon, ¢
HaneyaTaHHbIM YepHbIMA YEPHUNTaMU
«CLNXL», Ha ogHoW cTopoHe K
obbiyHbIE C ApyroW

Bpems yaepuBaHns OCHOBHOrO Muka
Ha XpomaTtorpamme UcnbiTyemoro
pactBopa COOTBETCTBYET BPeMEHM
yOepXUBaHUS NWKa CTaHOapTHOro
pacTeopa, Nony4YyeHHon npu
npoBeAeHnM KONM4eCcTBEHHOMO
onpeaeneHus.

821
oT— 1% no +2%

1.8

(Min=16%,Max= 26%) 19%
(Min=50%,Max= 63%) 56%
(Min=97%,Max= 104%) 99%

0.43
0.20
0.52
0.07

0.0442

He obHapyxeHa
1.2

<100
<10
OTCYTCTBYIOT

489.6mr
(97.9%)
PB1218/04956
Poccusa

lNpumMeyaHue: cepus «COOTBETCTBYET» BbILEYKA3aHHbLIM CneLMduKaLmam
3aknyeHne: «yTBEepXKOEeHO»
MogroTtoBneHo

04/01/2019

MpoBepeHo
04/01/2019

Pasmep naptuum: 125000 Tab
KoHTponeHas naptua: 30001768393
Hata otbopa: 29/12/2018

Hopmbi

TabneTku CBETNO-XENTOro LBeTa,
oBansHoW hopMbl, ABOAKOBLINYKbIE,
NOKPbITLIE NNEHoYHOW 0B0M0YKON, ¢
Hane4aTaHHbIM YepHbLIMU YepHUNamm
«CLNXL», Ha ogHOW cTopoHE 1
oBbIYHbBIE C OPYrOW

Bpems yaepxuBaHna OCHOBHOIO Nuka
Ha XpomaTorpamme WUCTbITYyeMoro
pacTsopa JOIMKHO COOTBETCTBOBATL
BPEeMeHU yaepXKUBaHUs nNuka Ha
XpomaTtorpamme CTaHOapTHOro
pacTBopa, NoMy4eHHoN Npu
npoBefeHUn KONUYECTBEHHOMO
onpeaeneHus.

816+32

+5% oT cpeaHel Maccel

He Bonee 5,0

% OT ykasaHHoro KonuyecTsa
KNapuTpoMuLUmuHa NepexoauT B
pacTtBop:

5-30

40-70

He meHee 80

He 6onee 1,0 (kaxaon)
He 6onee 1,0
He bonee 1,0
He 6onee 1,0
He 6onee 1,0

He 6onee 0,4

He 6onee 0,2
He 6onee 3,5

He Bonee 1000
He Bonee 100
OOMKHLI OTCYTCTBOBATL

450,0-550,0 mr 5
(90,0%-110,0%) .~/

OpobpeHo
04/01/2019



Can ®apmacsoTukan Munacrpus Jita
Plot Ne: B-2, Markai Indusrial Estate, Ponda Goa — 403 404, India.

Ceprudpukar ananusza

Ilpenapat: Ponuten Tabaetku 2 Mr (TonTepoanH TapTpat TabneTkH)

Homep naptuu: 3963016 otuer Ne FVT09/0551
Pasmep naptuu: 120000 T Jara narotoenenna:  08/2018
[Mata B3sTHS 00pa3LOB: 9/22/2018 CpoK roaHocTH: 08/2022
Cneundurarms Ne FS007718/7.0
Ilokazateau PesyabTarst Hopmpbi
Bensle, Kpyriible, ABOSKOBBINMYKILIC besble umy mouTH Genble, KPyIible,
Onucanne HOKPBITIE [IEHOYHO#H 060109K0il JBOSIKOBBITYKIBIE OKPBITEIE TIIEHOUHOH

TabIEeTKH.

000NOYKON TableTKH

[MoamuuHOCTE ( MO0 BRXKX)

Bpems ynepxuBanus 0CHOBHOTO NHKa
Ha XpOMaTorpaMMe HCIbITYEMOTo
pacTBOpa COOTBETCTBYET BPEMEHH
YIEPKHBAHHSA OCHOBHOTO ITHKA
CTaHJIAPTHOrO PacTBOpA TIPH
KOTHYCCTBECHHOM OIDEIeNCHHH

BpeMs ynepxuBaHHa OCHOBHOTO MHKA Ha
XpOMAaTOrpamMme HCIBITYeMOTO pacTBopa
COOTBETCTBYET BPEMEHH yACPKHUBAHUSA
OCHOBHOI'0 [IMK& CTaHJapTHOTIO pacTBopa
TIPH KOTHYECTBEHHOM OMpeJieNieHnH

Cpennsas macca (Mr)

83.6

82,5 Mr+/-7

OIHOpPOIHOCTE MO Becy

0t -9,.1% 1o +4,6%

18/20 TaGneTok He Gonee +5%
2/20 Tabnetok He Gonee £10%

OIHOPOIHOCTh A03HPYEMBIX
e THHHIL

CootsetcTBYeT Tpebopanuam USP
[IpuemouHoe 3HageHue =3,6

CootBetcTByeT TpeboBanuaM USP

IToTeps Macchl IIpH 3.6 He Gonee 7.0
He MeHee /0%(Q)oT 3agBnenHoro
Pacteopenue (mo BOXKX) 99% Komuyectsa Toareponus TapTpata
pacTeopseTcs B Teyenue 30 mun
Muxkpobuonornyeckas 4ucrora
ofuiee YHCIO0 KHIHECTIOCOOHBIX
aspobueIx orpannsMos (KOE/T)
a3pobHBIX GakTepHii <10 He Gonee 1000
rpHboB <10 He Oonee 100
E.Coli OTCYTCTBYET JOIKHBI OTCYTCTBOBATh
[locToponnue npumecH
(Yomacc/mace)(o BRXX)
HauGonbinas HHAHBHIYaTbHAS
Y 0.010 He Gomee 0,7
U3BECTHAS IPHMECh
HaunGoneinas HewssecTHas
0.02 He Gomee 0,5
IPHMeECh
Bceero nenssecTHbIX mpuMeceii 0.13 He Gonee 1,0
Bceero npumeceit 0.14
P He Gonee 2,5

KomuuecTeHHOE Omnpenenenue
(no BRXX)

Kazk/1as MOKPLITasd IUIeHOYHOH
060m104KOiT TabNeTKa COnepKUT:

TonTepoans Taprpar

2,006 mr (100,3%)

1,800-2,200 mr (90,0%-110,0%)

YnakoBka

10 Tabnerox B PVC/PVDC 6muctepe. 3
GaMcTepa W MHCTPYKIMS B KapTOHHOI
KopoOxke

10 tadnerok B PYC/PVDC Giucrepe. 3
HIH 6 6IIMCTEpPOB M HHCTPYKIHS B
KapTOHHOH KOpoOKe

napamempol pacmeopeHus

noaroToBMNeHo
9/29/2018

cpeda: 2e xnopuda Hampus u 7 M
obsem: 900 mn
annapam: BP Type I
CKopocmb epauwleHus: 50 o6/MuH
MPOBEPEHO
9/30/2018

consHol kucnomsi 8 1000 mMn eodst

Temnepamypa 37C + 0,5C
Bpems 30 MuH
ono6peHo
9/30/2018




