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JlaTa BBeileHHUS C:
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BBoauTcs B3aMeH:
T, CIIC-KO-14-0343-05

JeiicTByeT no:
beccpoyHo

[TpyunHa: aKTyanu3alus

MECAKOJI 400,

Ta0JIeTKH NOKPbIThbIE KHIIEYHOPacTBOPHUMOH 000104K0# 400 Mr
Konrpoas kagyecrBa no @CII Pb 2056-20

(McKJII0uas pasaelibl «YnakoBka», « MapKupoBKa»)

CocraBuJ CoryiacoBajan YTBepauna

JlomxHocTh: XuMHuKk Il kareropuu AJl JomkHocTh: HayanbHUK OKK JIOJKHOCTD: 3aM. T€HEPaJIbHOIO M-
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OAQ «B3MIb»

Cneundukalns Ha MCXOAHbIE MaTEPHAIbI

CITC-KO-14-0343-06

i - Crp.2u3 4
Ne [TapameTpsl Merosl Mertoauku Kpurtepuu npuemiieMocTH
n/n KOHTPOJIS WCIIBITAHUH
1 HaumenoBanue
rnokasaTesen Kaye-
cTBa:
1.1 Onucanue Bu3syanpHbli; COII-KO-14-102 | Tabnetkn NOKpBITHIE KHIIEYHOPACTBOPH-

1.2 IloyIMHHOCTE
- MEcaJIJaMHH

- MECaJlaMHUH

- JKeJie3a OKCUI
KpacHbIN

1.3 O1HOPOIHOCTH
Macchl

1.4 Cpennsis macca

1.5 PactBopenue
MecajlaMHHa:

-B 0,1 M pactBope
XJIOPHCTOBOZOPOI-
HOM KHUCJIOTHI (KH-
CJIOTHAs CTanus)

- B pochaTHOM
OydepHoM pacTBO-
pe pH 6,8 (Gydep-
Has CTajus)

['® PBII, Tom 1,
c. 1184

BDOXX,
['® PB I, Tom 2,
2.2.29

Y®-cnekrpo-
¢boromeTpus,
['® PBII, Tom 1,
2.2.25

KauecTtBeHHas
peakius,
OCIT PB

['® PBII, ToMm 1,
2.9.5

['® PBII, Tom 1,
2.9.5

I'® PBII, Tom 1,
2.9.3

I'd PBII, ToMm 1,
2.2.25

Paznen «Ilommun-
HOCTB»
®CIT PB 2056-20

Paznen «IlommuH-
HOCTB»
OCII PB 2056-20

Paznen «IlommuH-

HOCTb»
®CIT Pb 2056-20

Pasznen «OnHopoa-
HOCTBb MacChI»
®CII PB 2056-20
Paznen «Cpennss
macca»

®CII Pb 2056-20
Pa3nen «PactBope-

HHE»
®CII Pb 2056-20

MO 000JIOYKOH, KpacHO-KOPHYHEBOI'O
I[BETa, KPYIJble, C JBOSKOBBITYKJION IIO-
BepxHOCThiO. Ha mnonepeyHoM paspese
BHJTHO SIIPO TIOYTH 6€Noro 1BeTa.

A. BpeMs yrep)KuBaHUSI OCHOBHOIO IHMKa
Ha XpOMaTorpaMMe HCIBITYEMOIO pacTBO-
pa, TOJTyYEHHOMN IIPH ONPEEIICHHH COITyT-
CTBYIOLMX IIPUMECEH, JODKHO COOTBETCT-
BOBaTh BPEMEHH Y/IEP)KMBAHHUSA ITHKA Meca-
JaMMHa Ha XpoMarorpaMMe pacTBOpa
CpaBHEHHSL.

b. Y®-cnekTpb! NOMIOMEHHs UCTIBITYEMO-
ro pactopa u pactBopa CO Mmecanamuna,
MPUTOTOBJICHHBIX VI8 KOJIMYECTBEHHOIO
onpeeneHus, B o6mact ot 250 HM J10

350 HM JI0/DKHBI COOTBETCTBOBATH.

B. UcnbITyemslit pacTBOp rocie aobasiie-
HHS pacTBOpa aMMOHHMs THOLIMOHaTa P
nprobpeTaeT KpoBaBO-KPaCHOE OKpallliBa-
HHE, KOTOPOE MEPEXOIUT B PO30BOE 110CIIE
nobasnenus 3¢upa P u kotopoe ucyesaer
npu j06aseHnu pacrsopa pryTH (II) x10-
puzna P

18/20: ue 6ostee = 5 %
2/20: e 6onee = 10 %

Ot 652,1 Mr 1o 692,5 mMr

He 6onee 10 %

Q=80%

@
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n/m

[TapameTpsl
KOHTPOJISI

MeTtoabl

Mertoauku
HUCITBITAHU M

Kpurepuu npuemiaeMocTu

1.6 ConyTcTBYy1O-
A€ TIPUMECH:

- €IMHUYHASs MpH-
Mech

- CyMMa I[puMecei
1.7 OnHOpOOHOCTH
J03UPOBAHHBIX
eIMHHLL

1.8 OcrarouHslie
OpraHuYecKHe pac-
TBOPHTEJIU:

- alleTOH

- 2-1pomnaHo

1.9 KosmyecTBeH-

HOC OIIPECACIICHUE
- MCCaJITaMHH

1.10 Mukpo6uoo-

['® PB I, Tom 2,
2.2.29

[®PBII Tom 1,
2.9.40, pacuet-
HO-BECOBOM Me-
TOJ

['® PBII, Tom 1,
2.4.24

['® PBII, Tom 1,
2.2.25

['® PB I, Tom 1,

Paznen «ComyTtcT-
BYIOIIIUE TPUMECH»
®CII Pb 2056-20

Paznen «Onnopon-
HOCTbh JI03UPOBaH-
HBIX €IUHHUII)
OCIIT PB 2056-20
Pa3nen «OcraTou-
Hble OpraHHYecKHe

pacTBOPUTEITH»
®CII Pb 2056-20

Pasnen «Konnye-
CTBEHHOE Ompe/e-
JIEHUE»

®CII Pb 2056-20
Mertoauka npu-

He 6onee 0,2 %

He 6omee 2,0 %
AV <15,0%

He 6Gonee 8,33 Mr, cudTast Ha CpeIHIOKO
Maccy oaHOH TabIeTKH
He Gonee 8,33 Mr, cuMTas Ha CPEAHION
Maccy oaHou TabIeTKu

Ot 360,0 mr no 440,0 Mr, cudras Ha
CpPeIHIOK0 Maccy OJIHON TabJIETKH

[®PBIl,Tom 1, 5.1.4

ruueckas yucrora: | 2.6.12,2.6.13 FOJHOCTH
AM-12-0343
[IpoTokon Banuaa-
- of1ee KoMyecT- UH
BO a3poboB (OKA) MMV-MHU-12-1177 | 10* KOE/r
- of1ree KoMyecT-
B0 rpu6os (OKI) 10> KOE/r
- Escherichia coli OtcytcTBHE B 1 T
2 OTt60p npob - B cooTtBercTBHH CO -
CTaHJapTHOM ore-
pauMOHHOM mpolie-
JypOH:
COII-KO-14-057;
COI1-KO-12-024
3 OObeM KOHTPOJIb- - - Jlst mpoBeICHUS UCTIBITAHUM:
HOM mpoOEI AJl: 21 6nucrep.
MBJI: 3 6aucrepa.
ApxuBHbIE 00pa3ibl: 7 GI1MCTEpOB.
4 VYnakoBka - COIT-KO-14-102 | ITo 10 TabneTox B KOHTYpHYIO Oe3bs-
4eHKOBYIO YIIAKOBKY M3 (OJIBIH allto-
MHHHEBOH 10 crierupukanuu Sun
Pharmaceutical Industries Ltd, Uuaus.
5 MapkupoBka BusyanpHbi COII-KO-14-102 | CornacHo mpuiaraéMoMy MakeTy rpa-
(buueckoro opopmiIeHHS.
6 XpaHeHue — — [Ipu Temneparype He Boime 30 °C
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Cneuucbnkaum Ha UCXOJHbIE MaTEpHaJIbl

CIIC-KO-14-0343-06

Crtp. 4 u3 4
Ne [TapameTpsl Merozel Meroauku Kputepun npuemieMocTu
/o KOHTpOJIS MCIIBITAHHUH
7 Cpok roiHOCTH — - 4 rona
8 N3roroBuTeln = = Sun Pharmaceutical Industries Ltd, Un-
ausl
9 Kon - — 120266





