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JRICTIAY | Crp. 2 u3 4
Ne [TapameTpsl Merob Mertoauku Kpurepuu npuemnemoctu
n/n KOHTPOJIs HCIIBITAHUH
1 HaumenoBauue mo-
Ka3saTteJiel kauecTna:
1.1 Onucanue Bu3syasbHblii; COII-KO-14-102 TabneTku NOKPBITEIE IJIEHOYHOM
['® PB I, Tom 1, 0007104KOi OpaHXKeBOro WM Oies-
c. 1184 HO-OpaH)XEBOI0 I1IBETa, BO3MOXKHA
NATHUCTAasE UM MpaMOpHasi HEOHO-
POJHOCTL OKpAllMBaHMs, KaricyJio-
BH/IHBIE, CO CKOLICHHBIMH KpasMH,
OJIHAa CTOpOHA IJajKas, Ha JAPYroi
pHCKa
1.2 IMoanmuHHOCTH
(uneHTHUKaLMS)
- fapaneTamos u ®PBII, Tom 2, | Pasnen «ITomu- | A. Ha Xpomatorpamme HCIBITYEMOrO
ubynpoden 2.2.29 HOCTH (MAeHTH(DH- | pacTBOpa, MOJYYEHHON MPH KOJIHYe-
Kaus) A» CTBEHHOM  OINpE/CNICHHH,  BpeMs
OCII Pb 2297-21 yAepxuBaHus mHKa uOynpodeHa u
napareramosia J10JDKHO COOTBETCTBO-
BaTb BPEMCHH YJCPXKHMBaHHsA IIHKa
ubynpodpena u mapaneramosna Ha
Xpomarorpamme pacteopa B CO
ubynpodeHna u napameramosna
- IapaueTamosI 1 ['® PBIL, tom 2, | Pasnen «[lommun- | B. Crnextpsl nukoB ubynpodena u
ubynpoden 2.2.29 HOCTb (MAEHTH(H- | mapaneramosa, IOJIy4YeHHbIE Ha Xpo-
Kaus) B» MarorpaMMme HCIIbITYEMOro pacTBopa,
®CII Pb 2297-21 JIOJDKHBI COOTBETCTBOBAThH CIIEKTPam
NUKOB HOympodeHa U mnapaueramosa
Ha Xpomarorpamme pactBopa B CO
ubynpodena U mapauneramosna, moJjy-
YEHHOM ¢ TIOMOLIBIO  JIHOIHO-
MaTpHYHOrO JETEKTOpa MpH KOJIHYe-
CTBEHHOM OINpE/ICIEHHH B 00J1aCTH OT
210 1M 110 400 HM
1.3 Omnopoanocts | '® PBIL, tom 1, | Pasnen «Oanopon- | 18/20: ne Gonee + 5 %
Macchl 295 HOCTb Macchl» 2/20: ne 6onee + 10 %
OCIIT Pb 2297-21
1.4 Cpennsis Mmacca | ITo MeToamke Paznen «Cpemnsis | Ot 915 mr o 1011 mr
['® PB I, maccay
ToM 1,2.9.5 OCII Pb 2297-21
1.5 [IpoynocTs Ha 'O PBIL, tom 1, | Pasuen «IIpou- He menee 30 H
cxKaTHe 2.9.8 HOCTb Ha C)KaTHE»
®CII PB 2297-21
1.6 Bona ['® PBII, Tom 2, | Pa3zpen «Boma» He 6onee 5,0 %
2,5.12 ®CII Pb 2297-21
1.7 PacTBOpeHue ['®PBII tom 1, | Paznen «PactBope-
- ubynpodena 293, HHE) Q=70%
- napaneramoJa I'®PBII, Tom2, | ®CIIPE 2297-21 Q=70%
2229
1.8 ConyrcrByromme | I'® PBII, tom 2, | Pazgen «Conyrer-
npumecu ubymnpo- 2.2.29 BYIOIIHE ITPUMECH
¢ena: ubynpodenay
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Ne [TapameTpsl Merozapl Mertoauku Kpurepuun npuemsiemoctu
n/n KOHTPOJIS UCIIBITAHUI
- MaKCHMMaJIbHasl OCIIT Pb 2297-21 He 6onee 0,3 %

eIMHUYHAsK TPUMECH
- CymMMa 1npuMecen
1.9 ConytcrBytomiue
IIPUMECH Iapalera-
MoJa:

- 4-amuHodeHon
1.10 OgHopoaHOCTB
JI03UPOBAHHBIX €/1U-
HHIL:

- mapaieTamoJl

- ubynpoden

1.11 KonuyecTen-
HOE OIpe/ie/ieHHe

['® PB II, Tom 2,
2229

['®PBII, Tom 1,
2.9.40,

['® PB I, Tom 2,
2.2.29, pacyeTHo-
BECOBOM METO/1
['® PE I, Tom 2,
2.2.29

Paznen «Comnyter-
BYIOLIIHE TPUMECH
napaueTamosia»
OCII Pb 2297-21
Pasnen «Onpnopon-
HOCTb JI03UpPOBaH-
HBIX €IMHHII»
®CII Pb 2297-21

Paznen «Konunue-
CTBEHHOE ompeje-

He 6onee 1,0 %

He 6onee 0,005 %
AV <150%

- ubynpoden JICHHE) Ot 360,0 mr 1o 440,0 mr, cuuTas Ha
®CII Pb 2297-21 | cpeaHio Maccy 0HOM TabIeTKu
- [1apaueTamoll Ot 292,5 mr 1o 357,5 Mr, curTas Ha

1.12 * 'epmeTHy-
HOCTb KOHTYPHBIX
AYEHKOBBIX yIaKo-
BOK

1.13 Mukpo6uoio-

['® PBII, tom 1,

COIT-KO-14-157

Meroauka npu-

CPEIHIOI0 MacCy OJHOM TabJIeTKH
JIo/KHBI OBITH FepMETHYHBI

[®OPBI, Tom 1,5.1.4

ruyeckKasl YucTora: 2.6.12,.2.6.13 rOJHOCTH
- of11ee KOJIMYEeCTBO AM-12-0401
aspo6os (OKA) 10 KOE/r
- of11ee KOJIMYeCTBO [TpoToxon Banuaa-
rpu6Gos (OKI') LHH 10> KOE/r
- Escherichia coli MMV-MU-12-1219 | OrcyrctBHe B 1
2 Ot6op npob B cooTtBeTcTBUH CO
CTaHJapTHOM ome-
paLMOHHOMH mporie-
Jypoi:
COII-KO-14-057,
COII-KO-12-024
3 O6beM KOHTpPOJIb- Jlns mpoBeIeHUsI HCTIBITAHUH:
HO# poObI AJl: 30 GnucrepoB
MBJI: 2 6nucrepa
Apxus: 17 6auctepon
- YcioBus XpaHeHus B 3amuieHHoM OT Blard U cBeTa
MmecTe npH Temneparype 10 25 °C.
3 CpOK roiHOCTH 5 ner

[To 10 tabnerok B [IBX/ amomunue-
BOM KOHTYPHOH SYEHKOBOHM YIaKoB-
ke. YmakoBka in bulk mo 7 xontyp-
HBIX SYEHKOBBIX YIAKOBOK B Kap-
TOHHO#H KOpoOKe.

VakoBka

CorjacHO mpujIaraeMoMy Makery

MapxkupoBka
rpapuyeckoro opopmICHHS.




OAQ AB3MIDY 100 Tk HE!A
Crnieundukalmns Ha HCXOIHbIE MaTepHAIIbI | i _ CIIC-KO-14-0401-05
[TapameTpsl Metonsl Meroauku Kputepuu npuemnemoctu
KOHTPOJIsI UCIIbITAHHH
UsroroBureb Dr. Reddy’s Laboratories Ltd, Uuaus
Kon 600616

* ononuutensHoe TpeboBanue OAO «B3MITy.




