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BIJIILT KOHTPOJIO SIKOCTI
CEPTHPIKAT AHAJI3Y ~ KIHIEBUW ITPOAYKT

6
glenmark +

A new way for a new worid

Crop. 133

Ilpoaykr

AIPTEK, aeposonn aast inransiuiii, nososanuni, 25/50 mxr/mosy, o 120 no3 B amomMiniczomy
KOHTCHHEPI 3 103YHYHM KIANAHOM i PO3NHITIOIYOK HACAAKOI0 3 3aXHCHHM KOBNAuKoM; no 1

KoHTeliHepy ¥ kapToHHili kopobui

AKTHBHI pe40BHHH

1 no3a mMicTHTE: caXbLMeTepoTy KeHHAg0aTy eKBiBaIeHTHO caJbMeTepoy 25 mir i guyTHkasony

nponionary 50 mxr

Gina cycnensis,

) aepo30Jb AN IKTANALIA
Homep cepii 12200604 Jlikapekka gopma nio30Ranult, 25/50 MKr/I03y
Hata BHpoGunursa  |10/2020 PuHOK Ykpaina
IpupaTuuii 1o (9/2022 Poamip cepil 8 000 ynaxoBok
IIpoTokoa ananizy Ne|040000293722 Kinbk. Bunymena B peasizanico |7 500 ynaxosok
Koa npoaykty SUA0400096905101DK BupoGHnua ninensis MNB/10/832
Po3mip ynakosku 120 no3 Peectpauiiine nocsigyenna Ne UA/13754/01/01
JaTa ta uac Bunycky |12.11.2020 10:33:29 Jata peectpauil 30.08.2019
Ceptudikar ;
signosimsocri HII 047/2018/GMP JaTa zakinueHHs peecTpauif HeobmexeHo
I'nenmapk DapmackioTikans JIto.
Brox 111, ceno Kimanmnypa, - .
Bupo6unk Banni-Hanarapx Poyn, texcin Bauai, Kpaiua supobunxa THzis
p-H Conan, X.I1. 173 205, [unis
AHAJIIZ CIIEIMA®IKALILA PE3YJBTAT
1. Onme BuicT anrominieBoro kontelinepa - Gina a6o Maibke

CYCIIEH3iA.

BuicT anrominieBoro koHTelHepa - 6ina

2. Inentudikanis

Ilpu kinbxiCHOMY BH3HA4EeHH] AIOYHX PEUOBHH
YaCH BHXOMAY IOJIOBHHX NIiKiB TIFOUHX peYOBMH Ha
XpoMaTorpami BUIpoGyBaHOro PO3UMHY IOBHHH]
BiAMOBiNaTH YacaM BMXOMY BiANMOBiXHEX mikiB HA
XpoMaTorpami CTAHAPTHOTO POZIUHY.

IIpu KinbkicHOMY BH3HAUEHHI IHOYHX
PEYOBHH YACH BUXOIY I'OJOBHUX MIKiB HilOyHX
PEYOBHH Ha XpoMaTorpaMi BUNpoSyBaHoro
PO34MHY IOBHHHI BifOBI(aTH YacaM BHXO.IY
BIZITORIIHUX MiKiB Ha XpoMaTorpami
CTAHAAPTHOrO PO3YHHY.

3. Cepeans maca onuiel mo3u |68,0 — 78,3 Mr

73,6 Mr

KOHTeiiHepi

4. KinbkicTs 103 B opHomy  [He menwe 120 o3

148 mo3

5. Poamip uacrunok

Y 5 mocnimkyBaHuX monsx posmip eix 100%
4aCTOK He IIOBHHEH NepeBUInyBaTH 10 MKM.

VY 5 pocnimxyBaHKX MOAAX po3Mip eix 100%
4yacToK MeHue 10 MKM.

Temmnepatypi25° C

6. Tuex B KouTeifHepi npu

70 — 95 dyHTiB/KBagpPATHUI AFOHM

80 GynTis/kBanpaTHHIN DOHM

7. Maca BmicTy konTeiinepa |He menue 8,8 r

ILlr

8. I'epmeTrHunicTn
KOHTeliHepa

Cepenna mBunkicts BHTOKY s 12 KoHTeHHepiB|55,5 Mr Ha pik
HEe nepeBHLIye 525 Mr Ha Dpik,
kOHTelHepiB BUTiK He cTanoBuTh noHaf 750 Mr Ha
pik. fkimo 3 | xoutelnepa surikac Oinsme 750 Mr
Ha pik, ane He Ginbime 1,1 r Ha pix, BH3HAYaIOTHL
IIBHAKICTE BUTOKY e mus 24 kouTeliHepis srigno
3 ONMCAHOK B METOMAX KOHTPOJI MPOLEAYPOLD.
He Ginpmie 2 3 36 kouTelinepis MOXYTB BTpavuaTH
Ginbme 750 Mr Ha pik, i xoned 3 36 koureifnepin
HE NIOBMHEH BTpayaTtu noHan 1,1 r Ha pik.

i xomuoro 3

L |&PNHA -\- ‘\."‘%,
Mo ‘

IMiaroTosJjieHo

Ileperipeno

3aTBepakeHo

Im’s: Idrexap Anmi

IM’s1: JDxitenapa Tari

Im’si: Cangin Kymap

KOHTPOJIKO SKOCTI

IMocana: Crenianict simuiny

3abe3meueHHa IKOCTi

Iocana: CreniamicT Bigminy

ITocana: Cneuianicr Bigainy
3a0e3meyenHa AKOCTI

Hara: 12.11.2020

Jara: 12.11.2020

Hara: 12.11.2020

Ue enekTpoHHuit TOKYMEHT, TOMY He notpebye ninnucy
Cnenmapk ®apmacsioTakans Jra,

Bnok I, ceno Kiwaumypa, Banni- Hanarapx Poya, Texcin Banni, p-u Conan, X.I1. 173 205, Inais
Tel.:1795667200 Fax: 1795667299 Email: glenmark@bom?2.vsnl.net.in
[0Opunnunuii oic: B/2, Maxanaxmumi Yembepe, 22, Bxyna6xait Jlecait Pon, MymGai, 400 026, Innia

CIN - L24299MH1977PLC019982 Email [

: complianceofficer@glenmarkpharma.com
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glenmanrk

A new way For a4 new worid

BIJUIUI KOHTPOJIXO SIKOCTI
CEPTH®IKAT AHAJI3Y — KIHIEBU IPOAYKT

Crop. 2133
AIPTEK, aeposons aas inransuiii, 1030BaHuii, 25/50 mKr/aesy, no 120 103 B anominiesomy
[poaykr KOHTEHHEPI 3 103YI0YHM K/IANMAHOM i PO3MATIOKY0I0 HACAIKOK 3 3aXHCHUM KOBIA4KoM; 1o 1
KOHTelHepy Y KapTouuiii kopobui
i < i 041y 25 MKT | QIyTHKAa30H
T p— 1 21032 MICTUTh: CABMETEPOIY keHHadoaTy eKBiBANIEHTHO caNbMeTepoJIy duy y
nponioHaTy 50 MK
i aepo30IIb 18 iHranauii
Homep cepii 12200604 Jlikapceka gopma [1030BaHHH, 25/50 MKT/703y
JaTa BupoGuuurea  [10/2020 PuHOR Yxpaina
Hpuaathui go 09/2022 Poamip cepii 8 000 ymakoBok
HpoTokon ananisy Ne|040000293722 Kinpk. Bunymena B peanizauiro |7 500 ynakosok
Kon npoaykry SUA0400096905101DK BupoGHiua ginensis MNB/10/832
Posmip ynakoskn 120 no3 Peecrpauiiine noceimueHHs Ne UA/13754/01/01
JlaTa Ta uac Bunycky |12.11,2020 10:33:29 Jara peectpauii 30.08.2019
Cepradikar ; . .
sinnosinnocri HIT 047/2018/GMP JlaTa 3akiHuenns peectpauii Heobmexeno
I'nenmapk ®apMacrioTikans JIt.
_ Brok 11, ceno Kimanmypa, - ;
Bupobtuuk Bapusi-Hanarapx Poyj, Texcin Bam, Kpaiua supoGHiika Iunis
p-H Conan, X.I1. 173 205, Iuais

=l

. MexaHiuni Boyenns

YHactunku po3mipoM Ginsure 100 mxm: TloBunmi

Yactunku poamipom Ginbiue 20 mxm: He Ginswe 50

YacturkH posMipom Ginsiue 20 MrM: BincyTHI
YacTHHKH poaMipom Ginkiue 100 MrM:

OyTH BigcyTHI. BIACYTHI.
10. BmicT Boan He 6inbmme 500 M. 55,8 M.z
11. KinekicHe Busnayennst  [Canbmetepon: 80,0% — 120,0% 3asBnenoro 101,2%
(BumicT mirounx pedoBuH B BMicTy,
onuift Binmipsni no3i) Oayrurasony nponionat; 80,0% — 120,0% 100,2%

Cepenue 3HaueHHA L5

NIOYaTKY, CepeluHH | kinus
BHKOPHCTAHHA KOHTeHHepa

3agBJICHOTO BMiCTY.

12. CynyTri nomiuixu

Jnsa CaneMeTeposy:

MakcHManbHHI BMIiCT OKpeMO B3sTOT MOMIIIKH - He
Ginbiue 1,0% M./M,

Cyma moMilok - ge Ginsie 3,0% M./M.

Jnst @ayTHKA30HY NponionaTy:

MakcuManeHHUI BMICT OKpeMo B3ATOT ZOMIINKH - He
Ginpie 1,0% M./\M,

Cyma nomimmoxk - He 6inbie 3,0% M./M.

0,21%
0,21%
0,04%

0,09%

13. Ocinanns posnopomenof
N03H

Canbmerepos: YV HiokHil kaMepi iMninmxepa mae
ocinati He MeHI 35% no3H.

49,4%

w2
nORYMERTDY
PTG L
1 ‘,@mau /

@ayTHKA30HYy nponioHaT: Y HIKHIM KaMepi 49.4% 41222180 .aj;)
. e A 0 - o A
IMITiHIDKepa Mae ocizaTy He MeHII 35% fo3u. = .//\:,;-ir
e CLtg O"LO

14. [Tosa Tonkomuenepciux  |Canbmetepon: He menme 15% 3asnieHoro 37,1% SRR

JACTHHOK BMiCTY.
®ayTuralony nponionat: He menme 15% 36,7%

: 3asABJIEHOr0 BMICTY.
ITigrorosaexo IlepeBipeno 3aTBepikeno

Im’s1: Ihrexap Aui

In’si: JDxiTennpa Tari

Im’s; Cannin Kymap

Mocana: Crenianicr simniny
KOHTDOIO AKOCTI

ITocapa: Crnenianict Binainy
3abe3neuenHa akocTi

Iocana: Crenianicr Binainy
3af0e3meyeHnd skocti

Jara: 12.11.2020

Hara: 12.11.2020

Hara; 12.11.2020

Lle eNeKTPORHIH JOKYMEHT, TOMY He
Caenmapk Qapaaesiornrans Jita.

riotpebye mignucy

Eiok 111, ceno Kiwannypa, Banai- Hatarapx Poya, Texcin Banai, p-u Conan, X.IT. 173 205, Inzis
Tel 11795667200 Fax: 1795667299 Email: glenmark@bom?.vsnl.net.in

HOpunnusnit opic: B/2, Maxanakmmi Yembepe, 22, Bxynabxait Jlecaii Pox, MymGai, 400 026, Iuaia
CIN - L24299MH1977PLC019982 Email Id: complianceofficer@glenmarkpharma, com




Gglenmanrk
A new way tor 2 new world
BIIILJI KOHTPOJIIO SIKOCTI
CEPTH®IKAT AHAJII3Y — KIHIEBUW ITPOJYKT

Crop.3i33
AIPTEK, aepo3zons ans inransuiii, nozopanuii, 25/50 mxr/aosy, mo 120 103 B ajuominiceomy
Ipoaykr KOHTeliHepi 3 JO3YHUHM KIATAHOM i PO3MHJIIOI0Y0I0 HACAKOI0 3 3aXHCHHM KOBIayKkom; no 1
KOHTeliHepy y kapToHHiii kopobui
AKTHBHI pevosmmH 1 2032 MICTHTB: CATBMETEPOTY KerHadoaTy exBiBaJeHTHO callbMeTeposty 25 MKT i QUIyTHKA30HY
nponioHaty S0 mxr
; . aepo30uI JUIA IHranALif
Homep cepii 12200604 Jlikapcbka ¢gopva Ko3oBauml, 25/50 Mir/zosy
Jata Bupoduunrea |10/2020 PuHok Ykpaina
Ipupathuii 1o 09/2022 Po3mip cepii 8 000 ynakoBox
IIpoTokon ananizy Ne|040000293722 Kinek. Blnyuieda B peanisauiro |7 500 ynakoBox
Kon mpoaykry SUA0400096905101DK BupoGunua ninensia MNB/10/832
Po3mip ynakoskH 120 mo3 PeecTpauiiine nocBiguenna Ne UA/13754/01/0]
Jarta Ta yac Bunycky |12.11.2020 10:33:29 JlaTa peeerpauii 30.08.2019
Ceprudikar . _
ninosignocti HILI 047/2018/GMP JlaTa 3akinyeHHn peecTpauii Heobmesxeno
I'nenmapk dapmaceioTukans JITa,
Binok 111, ceno Kimannypa, ;
Brpobuuk Bani-Hanarapx Poy, Texcin Bai, Kpaina snpoGunia Innis
p-H Coutan, X.I1. 173 205, Iupis

Binnopinae
Minimym: 97,5%
Maxkcumym: 104,9%
Cepenne: 101,6%
Biamosinae
Minimym: 98,4%
Makcumym: 105,7%
Cepenne: 102,6%

15. OmHopinmicts fosysanna |Casmemerepo: B 9 3 10 103 smict camsmetepony
SHAaXOOHTHCA B Mexax 75-125% Bix cepenHsoro
BMICTY i Hi B ojHill 031 He BUXOOUTH 32 Mexi 65-
135%.

OayTHka3oHy nponionart; B 9 3 10 o3 3uicr
(Iry THKA30HY NPOTIOHATY 3HAXOMNTHCA B MEXAX
75-125% Bin cepensboro Bmicty i Hi B ommii 103i
HE BHXOIMTB 332 Mexi 65-135%.

16. MixpoGiosoriana yncroTa
- 3araJbHa KiNbKicTh
aepofHuX MiKpoopranismis

- 3araseHa KiNbKicTh
ApixIxoBHX | miceHeBHX
rpubis

- Pseudomonas aeruginosa

- Staphylococcus aureus

- Bile-tolerant gram-negative
bacteria

He Ginene wixx 102 KVO/r Menure 10 KOV/r

Menme 10 KOV/r 15‘
Bincytus ﬁ‘ o
Bincytna 5o i/
BincyTtHa '

He 6insme nik 10! KYO/T
Bincyrnictb B 1 1
Bincyrnicte B 1 1
Bincyrnicte B 1 1

IIpumiTka: "llum s 3acBimuylo, mo BHuleBHKIageHa iHopMauis crupamxns i Touma. Cepin np
BKJIIOYAIOUH yNaKOBKY/MapKyBaHHA Ta nepempxy AKOCT] Ha BHILIE 3TAJaHOMY Maﬁnamnxy B NIOBHili BiR :
GMP, wmicueeoro PeryastopHoro opraty is3i cneumpmamsmra B Peecrpami&nomy cBinouTBi Kpamu—mnoprepa a60 (aiini
cneumbmaun NPORYKTY A IOCIIUKyBaHHX JIKAPCHKHX mpenapatiB. JlokymeHTH 1o 0GpoGui, ynakoBui Ta aHamisy Gynu
NeperVIAHyTi | BU3HaHi Bianosigummu GMP, "

[Tinrorosieno

Ilepesipeno

3aTBepaKeHo

Im’si: Irexap Ai

Im’si: Jhxitenapa Tari

Im’a: Cannin KyMap

Tocana: Crenianier simuiny
KOHTDOJTHO IKOCTi

IMocana: Crenianict Biamimy
3abe3nedenHa sKocTi

Mocaaa: Cremianict Binminy
3abe3reueHHs AKOCTI

Hara: 12,11.2020

Hara: 12.11.2020

Hara; 12.11.2020

Le enexTponuuH HokyMeHT, TOMY He TIoTpedye mianucy

Inenmapk QapmacswTurans Jita.

Brox 111, ceno Kimaunypa, bangi- Hanarapx Poyn, Texcin Baqni, p-u Conan, X.IT. 173 205, Inais
Tel.:1795667200 Fax: 1795667299 Email: glenmark@bom?2.vsnl.net.in

IOpumwanuit odic: b/2, Maxanakumi YemGepe, 22, Bxynatxaii Jlecait Pon, Mym@ar, 400 026, [Huis
CIN - L24299MH1977PLC019982 Email Id: complianceofficer@glenmarkpharma.com



http://www.tcpdf.org

