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GLAND PHARMA LIMITED

AHANUTUYECKWUIA OTYET
Codpanexce®, kanam rnasupie n | Jara: 03.02.2020
VUIHBIE, tlmalmn 5 M :
GMID: 366944 Homep P'N013871/01
Perncrpanmonnoro : i
. YAOCTOBepeHMs: F
Homep cepuu: 3019015 Jlara npomssozcrea: | 12/2019
Otaen: Kontpons KayecTsa ' Cpok roguoctH: 11/2021]
Pasmep cepuu: 805 L ITonyyeno: 29/12/19
Cebuika ra fokyment | FP/19/A/015 - -
L KOHTpOJIA KayecTpa
Tecror PesynbraTe: Cnenudurxanms
Ornucanue [pospaunslif, no4TH GecupeTHbIH IIpo3spauHelii, moutH GeciBeTHEH
PACTBOp ¢ 3amaxoM QEeHHIITHIOBOr0 | PACTBOP C 3AMAXOM
crpra hennmaTHROBOTO CIIMpTA
IMopnuuBOCTD:
rPaMHLIKAKH CooreerctByer Homxen c_:@omemfﬁosa'rb
$pamuuerra cyabhar : CooTteercryer Jlo/DKeH COOTBETCTBOBATH
CIIHPT HEHHIITHIOBEIH Cootsercrayer HomxeH cooTBeTCTBOBATE
JekcameTaszod (B hopme CoorsercTryer JlOMKeH COOTBETCTBOBATE
JeKcaMeTasoHa HaTpra
MeTacynbobensoara)
O6bem Hanonsenns (M) 501571 | 5,13614 | 5,09528 | 509528 | 5.08126 5.00-5.45 M
507111 | 5,11085 | 508326 | 5.06448 | 5.10250 ’ ’
setHocTs ’ HHTeHCHBHOCTE OKpackH Makcumym By
HCTIBEITYEMOT0 pacTBOpa MeHee
MHTEHCHBHOCTH OKDPACKK 3TaJOHHOTO
pacrtsopa B;
ITpospausrocts Metee uem stanonnas cycnensus 11 MaxkcumyM 3TanoHRas cycnensus
I 1 w -
pH 4.6 4,5-5.0
Kommecrsennoe onpenenenue
-I'pamumann 0,0050 % 0,0045 %- 0,0060 %
-PpaMHIETHH cyabhar 0,49 % 0,45 % - 0, 60 %o (npn aKTHBHOCTH
670 MKr/mr) ;
-Crnpr dennmaTHI0BLIH 0,59 % 0,45 %-0,65%
0,049 % 0,045 %- 0,055 %
!" ) 3 i
Cooraem’?syf :3 _'._Lbﬂomxeﬂ COOTBETCTBOBATH
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GLAND PHARMA LIMITED

AHA/IMTUMECKUIA OTYET
Codpagexce®, kanan rnasupie w | Jlata; 03.02.2020
yuHbe, haakon 5 mu ' :
GMID 366944 Homep P NOI3871/01
' Perncrpaunonnoro
* YI0CTOBEpeHHs:
Howmep cepum; 3019015 MHara npoussozctsa: | 12/2019
Orgen: KoHrpous kayectna Cpox rogsocTu: 11/2021
Pasmep cepuu: 805 L [Tonyueno: 29/12/19 =
Ccputka Ha noxyment | FP/19/A/015 - -
KOHTPOJIS KayecTBa
TecTnl Pesyasrate: Coeundukauus

ADH

-OpamuneTHH cynbpar

-I'pamuuy ann

-Jlexcamerazon
MmeTacynnhobensoar

AKTYalbHEI IPOM3BOMTENS UTd
CepHH

F1800002/01 (RM/19/AV002)
Papepa Pomannsun

Kcenmus ®apmaceiorukans JItn

1802211714 (RM/19/AV/006)
Canodu lumu

[Tponzsomurens AU nomxen
OBITL: ; B

Papesa PoMauHBHT

143, avenue Gaston Roussel,
93230, Romainville, Cedex,
France

dapmacsiotukans JITx
Szallas utca 1-3, H-1107
Budapest, Hungary .-

Canodw lnumu ,
63480 Vertolaye, France

HpHMe‘{&HHB: HAacTOALLMM s MOATBEPK/IAD, YTO JaHHAf CEPHA MPOTECTHPOBAHA 110 BCEM TOKasaTe/sIM KadecTsa,

MEepedHCIeHHbIM B cnietudukannn HopmatHBHON

Poccuiickoit Geneparmu.

HOKyMEHTaUNH, 3aPErHCTPHPOBAHHOH B HACTOSINEE BpeMs B

r

*HacToamum noaTBEpAIALTES, UTO CepHsl COOTBETCTBYET TpeOOBaHHAM paslelioB «YIAKOBKa» M «Mapkuposkay
cnennrkaunn Hopmatusnoit JokyMeHTaumH, 3aperuCTPHPOBAHHOMH B HacTosee Bpems B Poccuiickoit ®enepanun
(MapkupoBka B [0JIHOM COOTBETCTBHH ¢ HOCTEIHAMH 01100PEHHBIMH BEPCHAMH MAKETOB YIIAKOBOTHBIX MAaTepHaIoB
M MHCTPYKLIMH MO MEIWUHHCKOMY NpPHMEHEHHMIO. YNaKOBKA B MONHOM COOTBETCTBHH CO crelA(UKaLHe
Hopmarusroii JlokymeHTauun n nepemennas MH(OPMALHS PACTIONOKEHE B COOTRETCTBYFOLIHX TOJIsX ).

YnonsomoyeHHsIi [PEACTABUTEIb OTAENA KOHTPOJIS KayecTBa

R.N.G.H. Krishnam Ratu (nodnucs)

03.02.2020
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