Cepraduxar Ha cepmio

Kaaputun 10 mMr Tabnerkn, 6aucrep 3x10 PO

Cepus: BT17052

Jlaira npon3BOACTBA: 19.05.2022

Maiinau JlaGoparopn3 Jlumuren
(Unit-7) Plot No. 14, 99 & 100, .LD.A.,
Pashamylaram Phase I1, Sangareddy
District, India-502 307 Patancheru,
Telangana, India

[Tpouseoxutens ADPC
JloparaauH:

Hopmarusuas joxymentauna Ne: 1 N013494/01-060720,13m. 1, 2, 3,4, 5

3agBieHHe:

MapxupoBKa TabNeTKH Ha BEPXHEH CTOPOHE: OTCYTCTBYET

napametpa «OJHOPOMHOCT Macchly HoGaBleHB CIEAYIOUIME HAHHEBIE,
KOTOpBIE HE BKNIOUCHB] B CePTHHUKAT aHATH3A:

OHEHHE OT CpPeHel Maccel

[TpHeM:1eEMOE 3HAYEHHAE: PesyneTar
-18/20 Tabnerok +7,5% CooTBeTCTBYET
-2/20 tabnerox =15% CooTeeTcTBYET

[Iduatee  «Jlroboid  HecnmeuubUIUPOBAHHBIT  NPOAYKT  PasIOKEeHH)
HCMONB3YeTCA JUIS BCEX CIpaH riobansHo. Ilo 3anpocy MmunucTepeTRa
3gpaBooxpanenus PO sroT mapamerp OBLT 3aperMCTPHPOBAH KaK «Jlobas
eJAHAYHAS [IPHMECEY.

HacrosmuM MOATBEPXOAI0, YTO BCE 3Talbl MPOU3BOACTBA HAXOIATCH B
copteercTBrH ¢ TpeboBanusmMu GMP EC u tpebosanusmy perucTpallHOHHOIO
JOChE HMIIOPTHPYIOWEH CTPAHBL

Brmyckaromas J0KyMEHTAMs MOANKHCAHA YIIOJIHOMOYECHHBIM JIHIOM.

06109.2022

/moamuce/
YIIOTHOMOUYEHHOE JTHILO
Bapiep Butrepdensn I'M6X

Nepeasr wepzs Jueaos 05102002 753 G
5402541t

Baiiep Burrepdeann Imb6X
Paiion 'pennuna
Caneractep Llocce 1
06803 Burrepdenna-
Bonbher

['epManus

[louToBbli anpec:

Baitep Butrepdensa TMeX
PF 1152

06731 BuTtrepdensa-
Boabden

Fepmanug

Ten.: +49 3494 9781 2420

Vnpaenatonmit:
Hoxrop ®pank BunbsrmaHy

3aperucTpyposaHtbiid ofuc:
Butrepdensa-Boneden

VyacTtkoerli cya LlTeHnane
HRB 10914

waGaa35e -af



1m3
08.09.2022

Cepruduxar ananusa Crpannuat

Fanep ButTepdensn
Jara:

I'm6X
O1nea kavecTsa
06803 Brrrepdenna-Boasdhen

ADTHKYI: 88498372 Knapurin 10mr tabnerks, Gaucrep, Ne30 PO
Batu apTaxy Knaputur 10mr Tabnetku, Gancrep, Ne30 PO
Cepns. BT17052 Crpana: Poccuiickaa denepauus
Jlata npou3soacTea: 19.05.2022 Homep NocTaBKH: 128688048
CpoOK FOQHOCTH: 19.05.2025 Homep 3aKasa: 713300169
Marepuan: 85914251 Knapntin Majinau TaGaeTku
Cepus: BT16P1] MHeTpyKupa M0 HCMBITAHKIO! P.5.2.01 -4
Hemep ananusa: 040002521320 Creunduxaims: P.5.1.02~1
HenbiTanne | Kpurepnit npremieMocT | En. wam. | PesynbTar
JlexapcTeeHHsasn Gopma TaGaeTka Tabnetka
thopma OpanbHas OsantHas
LiseT Ot Genoro 10 NOYTH Benmiit

oe1oro
Maprupoeka TabneTky Ha BepXHelt cTopoHe Pucka Pucka
MapxupoBka TalIeTK1 Ha HHKHEH CTOPOHE OrcytcTByeT OrteyrcTByeT
CpoGoamblit 0T NOCTOPOHHHX BRIIOUYEHHH Jon#eH COOTBETCTBOBATD CooTBETCTBYET
MomurrocTb (BRXKX, Y®-cnekTp) JomkHa COOTRETCTBOBATh CoarpeTCcTBYET
MopmusocTs (BPXKX, Bpems yaepxuBaHius) Jloa#kHa COOTBETCTBORATE CooteeTcTByeT
Cpennss macca TaGneTky 95-105 Mr 100
Onuopoanocts no macce (Esp. ) JlomkEa COOTBETCTBOBATE CooTpeTcTBYET
KonuuecTpeHHOE OTIpefe/eHue 95.0-105.0 %o 101.5
OIHOpPONHOCTS AO3MPOBAHMA, KPHTEPHH NPHEMIIEMOCTH Maxc. 15.0 % 3.0
(n=10), Jlopataaux
ONHOPOAKOCTE AOIUPOBAHMW, KPHTEPHI NPHEMNIEMOCTH Make. 15.0 %o e
(n=30), JlopaTanuu
OIHOPOAHOCTh TO3MPOBAHMA, MUH. (B pacueTe Ha M), Muu. 75.0 % -
JloparaouH
(OAROpOIHOCTE AO3HPOBANMS, MAKC. (B pacueTe Ha M), Maxe. 125.0 % ——-
JlopaTanuH

fepery

w Pl Apgaor 081
GA8232¢ nifa 2




Baiiep Burrepdennn

mbX

QOTnen kauecTsa

06% 03 Burrepdensa-Bonuden

CepTrHuKaT aHanm3a

Crparuua:
Hara:

2m3
08.05.2022

ApPTHKYJL: 88498372 Knapurus 10Mr TabneTkn, dancrep, Ne3Q PO
Bafu apTHKyn: Knapurus 10mr Tabaerry, 6auctep, Ne30 PO
Cepus: BT17052 Crpana: Poceuiickas denepans
Jata npon3IBOACTEA! 19.05.2022 Homep N0oCTaBKH: 128688048
CpoOK TOIHOCTH: 19.05.2025 Homep 3akaza: 713300169

. Marepnar: 85914251 Knaputus Maiinas TabneTku

- Cepuas: BT16P11 MHerpyKLMs N0 HCNBITAHHIO! P.5.2.01 -4

i Homep anaausa: 040002521320 CneunduraHs: P5.1.02-1

| HenbiTanue Kpurepn# npuemaemoctn | Ex. wsm. PeayneTar
PadTBOpeHME Yepes 45 MUH., 6 SIUHHL, MHHAMYM MuH. 30 % 96
Padraopenne yepes 45 MHH., 12 eIMHHL MHHHMYM Mur. 70 % -
Paqrsopenre vepes 45 MHH., 12 eMHAL, CPEIHCE Mun. 85 D -
3HAUEHNE
PaqreopeHue Hepes 45 MuH., 24 eapHuLbl, MHHAMYM Mis. 60 % —
PadTBOpeHne yepes 45 MUH., 24 eIMHHLIb], CPEAHEE Mun. 85 % -
3HAYEHHE
Padreoperue yepes 45 MuH., 24 eJIMHALIL], KOIIHECTRO My, 22 eTHHALB MAK, -
eHHIYHBIX 3HaueHnH 70%
HeinopaTainH Maxe. 0.1 % <=0.1
Iphmecs B (Esp. 1) Maxke. 0.2 % <=0.1
TIidGoit HecneHdHLUHpYeMbIA IPOLYKT Pa3NOKCHIA Make. 0.1 % <=0.1
CyMMa BCeX MPOIYKTOR PasJIoNeHHA Makc, 0.5 % <=1
Muxpobuonoriueckas ductora OfiEe KONMHECTBO Maxc. 1000 KOE/r 2= 10
23po6HBIX MHKPOOPraHH3MOR
MifkpoGuosiorueckas uictota Obmee kKOTHIECTBO Make. 100 KOET <=10
IPAOKEBRIX W TLIECHEBBIX TPHOOR
Mutkpobuonorimeckas uncTota Escherichia coli Oreyrereue B 1 T He ofunapyxesoB 1 T

|

Hanlian cepus COOTBETCTBYET CELHHUKAUIH H NIPOM3BEALHA B cooTReTCTBHA ¢ pexomernaiamn GMP EC nni nekapeTBeRRAIX
nperapaToB ¥ TPEGORARNAMH, YKA3AHHBIMH B PETNCTPAUHOHAOM 10ChE,

P

a)

i

Mepesax #5ps3 Avaaoc 15.10.2022 784 ST +02:00
“ g Cy6 25400 na5a-55¢ A0TSR A6l UOTCS |
Cpavua 3m3 s




Baitep Brrrepdensa Cepruukat ananusa Crpaxuua: 3m3

I'm6X Hara: 08.09.2022
Otpen xagecTsa

06803 Burtepdensa-Bonbhen

ApPTHKYI: 88498372 Knapurtun 10Mr TabneTku, Gaucrep, Ne30 PO

Baiu apTHKYII: Knaputus 10Mr TaGneTky, 6nrcrep, Ne30 PO

Cepus: BT17052 Crpana: Poccuiickas Denepatius
JlaTa npo¥3BOACTRA: 19.05.2022 Homep nocTaBkH; 128688048

CpoK rogHOCTH: 19.05.2025 Homep 3axaza: 713300169

errycxammnﬁ JOKYMEHT MoAnucad YNOJHOMQYEHHBIM JIHLIOM,

BBITYCK CepHU TIOATBEPXKAEH NEKTPOHHON MOAMHCHIO! Tokrop ®paxk BopmmTant (BTWOR)

Jata/Bpemi.
Homep aHanusa:

06.09.2022 09:54:56 IIEB (UTC + 1 wac)
040002554083

JanHbli cepTUdUKaT AHATTH3A HANeYaTaH aBTOMATHICCKH.

MNepaier wepes Saazisk 08,70 02
2352344 ha%a
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Wt ndnkaTop SoryMERT2 $382341c-ba52-435-2878-ac51G 1007 'oh ‘:_]'
[OKyMEHT NOANMCaH v NEPeAaH Yepes onepaTopa 210 AO «[® «CKb KoHTyp»

Braseney, CEpTIPHKETE: OPTaHMaINNS, COTRYarvs  Ceprudukar: capuiinh & Homep, nepuos  Jata v EREMR NGANKEAHMA

LEACTBIA
Moafwcy ompapuiers @  AO “BAMEP 03CTTORAODSFAEI5004442BDIDEITEASS 05.10.2022 T7:53 GMT + G3:00
Baparopchui Vad BeHuaMAHOBI, O 3pWni ¢ (16.04,2022 14113 no 06.04.2023 1405 [I0HnUen COOBETCTRYET GHiaYy A0KYMEH™d
LHEUMARMC NG KOHTDONKD KALECTBS GHT+0R00
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