&

C HOCB ®APMA C.A. Nepesop,
I LWWEMWH A0 ®OPE B-1420 EP3WH-’ ANNKO BE/IbIMA
J Ten:+322 3862111
CEPTHOHKAT AHAJIM3A
HOOTPOITHJI tabieTkH, NOKpEITEIE M1eHO4HOI obonoukoit 800 Mr 30 TabneTok
Homep cepuu: 357413
Kon nponykra: CIA05359
CrpaHa HazHAYeHUs: Poccuiickas Menepauus
3aperucTpHpOBaHHbIE YCIOBUS XPaHEHHS: XpaHuTk NpH TeMNeparype He Bbiwe 25 °C
TTpou3BOIMTENE: BEJIBI'MA, FOCb ®APMA CA, BPAUH
CoorBercTByeT TpeboBaHHAM crieUM(UKALMH KaK MOKA3aHO HHIKE:
[MokazaTenn Cneundukauus Pesyabrarsi
PesynnTaThl aHanH3a 1aHHOIO NPOAYKTA
Onucanue Belibie, npo/ionropareie TabNeTKyH, MOKPLIThIE MUTeHOYHOH COOTBETCTRYET
obonoukol, ¢ nonepeusoii puckoil. Ha oanoii cropone
TabJIeTKH CrpaBa U CJICBa OT PHCKH IPpaBUpoBKa « Ny,
IloanuHHOCTH Bpems yiepsuBanns OCHOBHOTO NMHKa Ha Xpomatorpamme COOTBETCTBYET
Iupauerama (BIWKX) HCIIBITYEMOTO ~ PacTBOpa  JOJGKHO  COOTBETCTBOBATH
BPEMEHH  YIEpP:KHBAHHA  OCHOBHOTO  [MKa  Ha
XpOMATOrpaMmme CTaHIapTHOrO KaJIMOPOBOYHOrO pacTBOpa
nupauerama (OTKJIOHEHHE JO/KHO ObITh + 1,0 %)
HoanuuuocTs Ilosnock! nornowenus B cnekTpe ucmbITyeMoro obpasua COOTBETCTBYeT
IMupauerama (TCX) JOJIKHBI  COOTBETCTBOBATE IO  [MOJIOKEHHMIO  [10JIOCaM
TMOTJIOLEHHA B CIIEKTPE CTaHAApTHOro 0bpasiia
Cpeansist macca Or 836 no 924 mr 878 mr
OnnopoaHocTh Mo Macce
- MuHHMYyM [MpouentHoe oTkoHeHHe: He Gosnee 2 w3 20 tabnerok -1 %

Bepcua: 01
BuyTpennnit Homep LIMS : 149933(RU)

MOTYT HMETh OTKJIOHEHHE OT CpelHell Macchl HE MeHee -
5% u uM omHa u3 20 TaONETOK He IOJIKHA HMETh
OTKJIOHEHHE OT cpeaHeit maccel Gonee 10%

Crpanuua: [ uz2

Coanan (JULMM.ITTT):
05.09.2022
BuyTpennnii Kog SAP:040000180609



| hl tOCB ®APMA C.A.

: MNepeeon
I LWEMWH A0 ®OPE B5-1420 BP3AH-VANKO BENbINA
J Ten:+3223862111
CEPTHO®UKAT AHAJIU3A
HOOTPOITHJT tabieTkH, NOKpbITEIC rUIeHOYHOH o6osoukoit 800 mr 30 Tabnetok
Homep cepuu: 357413
Kon npoaykra: CIA05359
CrpaHa HazHAYEHUA: Poccuiickas Menepauus
3aperucTpMpoOBaHHbIE YCIIOBUS XPaHEHHS: XpaHuTh MpH TeMneparype He Boite 25 °C
[TpouzBoaunTeb: BEJIbI'US, FOCE ®APMA CA, BPOMH
CootrercTryeT TpedoBaHMsM crieUUpHKALMK KK TOKA3aHO HUKE:
MokazaTenn Cneunduranmus PesyabTaThl
- Makcumym [lpouenTHoe oTkioHeHne: He Oonee 2 u3 20 Tabnetok 1%
MOTYT MMETh OTKJIOHEHHE OT CpeHeil macchl He Oonee 5%
A HH oaHa u3 20 TabneTok He JOMKHA UMETh OTKIIOHEHHE
oT cpenHe#t Maccel bonee 10%
PacTBopenne He menee 75% (Q) nupalierama J01KHO MEPEHTH B 101 100 103 103 101 101 %
pactBop B Teyerue 30 MuH
Coaep:xaHue BObI He Gonee 1 % 0%
KosinuecTBeHHOE ONpeaeeHHe 1200 mr Ha oaHy TabneTky 100,1 %
[Mupauerama Hopmsr: 95,0 % - 105,0 %
[locTopoHHHE IpHMeECH:
- 2-nupponuaoH-N-yKcycHas He 6osee 0,20 % <I10 (0,10) %
KMCIOTA
Jlrobas HeuneHTHHUIIMpPO-BaHHAS He 6onee 0,10 % <I10 (0,10) %
IpUMech
Cymma npumeceit, He Gonee 0,30 % He nopaercs
HISHTH(HULHPOBAHHBIX H KOJIM4ECTBEHHOMY
HeMIeHTH(HLMPOBAHHBIX onpeneneHuio %
Mukpo6HoJIoruyecKkas YucTorTa
(B coorBercTBHM ¢ Ph. Eur. 5.1.4)
Obuuee ymcno He Gosnee 1000 KOE/r <10 KOE/r
aspobueix opranuzMoB (TAMC)
O61ee HHCI0 APONIKEBBIX He Gonee 100 KOE/r <10 KOE/r
u iecHeBslx rpubos (TYMC)
Escherichia coli OrcyTerBue /T OTCYTCTBYET

3asBaenue o ceprHhUKALMN:

HacToslMM MOATBEPIKAAIO, YTO NPHMBEAEHHAs Bbllle WHOOPMAUMA SBISETCS NOMUIMHHOH M TOuHOW. YkazaHHas cepus
NMpoJyKTa MPOM3BENEHA, BKIIOYAs KOHTPOJIb KAYECTBA, B IOJHOM COOTBeTCTBHM C TpeGoBanusmn Haanexkauei
[pouzeoncteennoit [pakrukn (GMP) nokansHoro PerynstopHoro oprana. 3anuck no o6paGoTke u ananusy cepuu ObUIn
MpOBEPEHBI 1 NPU3HAHbI COOTBETCTBYIOIMMH TpeGoBanuam GMP.

Ilata npowzsoactea: (JULMMLITIT) 20.06.2022 Ot nuna
TConen no: (JUILMMITIT) 31.05.2026 YTIOJIHOMOYEHHOT O JIMLIA TTJTIOILUAJIKH:
JKAH-JIIOK JIE KEM3EP

DIeKTPOHHAA TIO/IMHCh <[TOATTUCh>

Beinyunieno: MATHIIBIA IJ,EYHEHEI‘/JIPE

ABTOPH30BAHHOE JIMLIO
Jara seinycka: (JJJMM.ITIT) 05.09.2022
giﬂ:ﬁa:m nomep LIMS : 149933(RU) Coanau (UIMMITTT):
Crpannua : 2 u3 2 05.09.2022

BryTpennuii Kon SAP:040000180609



