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CreunMKaUHs Ha HCXOHBIE mrrcpna.nT{i n/ > .| CIIC-KO-14-0441-04
aK3emnn Crp: 1154
Hara BBejCHHA C: BsoauTes piamen: Jeticrayer no: Fpuumna: axTyaausaumns
1312. 2021\ CIC-KO-14-0441-03 DHECCPOHHO
ot 22.06.2021
UPBECAPTAH
Irbesartanum
IRBESARTAN
KouTpouasb kavyecrsa no H/L Pb 1842C-2017,
H3m. Nel, Ne2, Ne3

Cocrasu Coraacosajm Yrsepann

Homxnocers: xumuk Il kareropun
All

JloamnocTs: Havansing OKK

JIO/IKHOC T 3aMECTHTEb IeHEPabHOrO

HO®D: M.B. baGxkanuesa

Moanues: Fabuil

HO®: O.B. ;qzﬁ 20 o dA
Moanucw: | N\ L FLE /4

AHPEKTOPA 110 /
" HOD: T.B.’f%é Z 7 i
Moanues: .

Jlara: 00 12 202/

Jlara: 0912 262\ L/

Jara: |0\2. 221 <

Honmuocrs: mukpobuonor 1 kare-
ropHH

JIONKHOCTD: 3AMECTHTEAL HAYATL-
uika AJl

HO®D: B.O. Paryuk

HO®: HA. Maneirmnyg

Noanuew: .~ 777

IMoanuce: Fe. zk

Jara: 0612 2621

Jlara: 0912 22\ d

JomxHocrs: Hasansunk MBJ1

HO®D: C.B. KOBE

l'loxumcu:[ 2 /

Jara: C3.12 2021~

JlonxuocTs: Hayansauk OCuP

HO®: O.A. bBpeamsa

Moanucky + . <

Jlata: O%.12 2021

JIOMMHOCTS: HRMAILHN

HO®: B.B. /latory i

[Moanucs:

Jlara: O%.12 2021
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Lo ks CHC-KO-14-0441-04

{

Crp. 234

No
n/n

IMapameTphl
KOHTPOJIA

MeTo/ibt

MeToaHkH
HCNLITAHNIH

Kpurepun npueMmiIeMocTH

[Tpumenenne

UpGecapran, tabneTkn NOKPLITHIC
iwieHouHoi o6onoukoit 75 mr,

150 mr, 300 mr

Jas ocsoenus npoussoactsa JII
MpGecapran+ T uapoxnopruain,
TabJICTKH  NOKPLITLIC  [UICHOYHON
oGonouxoit 300 mr + 12,5 mr,

300 mr + 25 mr, 150 Mr+ 12,5 mr

L]

Haumenosanue noka-
3arelieHt kauecTsa:
2.1 Onucanne (croii-
crBa)

2.2 * Tomumopduam

2.3 [lomunocTs
(HaenTHRHHKAIINS)
A. UK-cniexrp

2.4 [po3spaunocTts

pactsopa

2.5 lisernocTs pac-
TBOpa

2.6 llpumecs B

BusyanbHuii
[®PBHILS.NI

[®PBIL 5.9,
2.9.33

e PbIL 2224

o PhIlL2.2.1

'dPBEIL2.2.2,
metos Il

FdPBIIL2.2.29

COI1-KO-14-102

Pazzen «lToaumop-
huamy

HJ1 PB 1842C-2017,
u3m. Nel, No2, Ne3

Paznen «llowmn-
HOCTH (HaeHTHHKa-
LLHA ) »

HJI PB 1842C-2017,
Him. Nel, No2, Ne3
Pasznen «llpo3pay-
HOCTb pPacTBopa»

HJI PB 1842C-2017,
uam. Nel, Ne2, Ne3
Paanen «llseTnocts
pacTsopan»

HJ1 Pb 1842C-2017,
n3m. Nel, No2, Ne3
Paznen «llpumecs By
HJ1 Pb 1842C-2017,

uam, Nel, Ne2, Ne3

benwit wan noyrn Oesbit KpH-
CTALIHYCCKHHA NOPOILIOK.
ITpaKkTHYECKH HEPAacTBOPHUM B BO-
e, YMEPEHHO PACTBOPHM B MeTa-
HOJIE, M@IO pPacTBOPHM B MCTH-
NEHXJIOPHJIE,

PeHTreHOrpaMMa  MCTIBITYEMOTO
obpa3iia  AQIKHA COOTBETCTBO-
BaTL  CTaHJAPTHOW  PEHTICHO-
rpamme upbecapraua noaumMope-
HOM opMbl A, NPEACTABICHHOM
Ha pucyHke |, M cojepkarbh Xa-
pakTepucTHdeckine pediekcsl npi
yraax paccesnus 20 = 4.70, 8.16,
9.37, 10.47, 12.46, 13.29, 14.09,
16.32, 17.61, 18.87, 19.40, 20.01,
20.51, 21.06, 21.66, 22.61, 23.13,
23.58, 26.77, 27.61, 28.41, 28.87,
29.30, 31.85, 32.99 (payimyue B
NONOKECHHH peIeKcoB HE N0JIK-
1o npessunars 0.2 ° no 26).

A. MK-cnektp nponyckaHus Mc-
nbITYeMOro obpasua JOIKeH co-
orsercrsosars MK-cnexrpy npo-
nyckauus CO wupOecaprana (EP
CRS)

Pacrsop nomkeH ObiTh MpoO3pay-
HBIM

Oxpacka pacTBopa J10/1%Ha ObITh
He uurencusnee atanona B(K),

He Honee 10 ppm
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Ne [Mapamerpoi Meroas Mertokn KprTepnu npuemaeMocTi
n/n KOHTPOJIA HCIBITAHHA

2.7 Conyrerytomue
NPHMECH:

- [IpUMech A

- Hecneunuunpo-
BAHHBIC [IPHMECH

- CyMMa npuMecei
2.8 Bona

2.9 Cynsarnas 3ona

2.10 Ocrarounsie Ko-
JIHYECTBA OpraHuvye-
CKHX PaCTBOPHTEICH
- ITAHOJ

- TOAYOA

2.11 N'eHoToKCHHE-
CKHE TIPHMECH:

- N-HuTpO3oanmeTHI-
AMMH

- N-HHTPO30ANITHI-
AMHH

2.12 KonnuecTBeHHOE
onpeeneHue

I'®PBIL,2.2.29

o PBII, 2.5.12

F'®OPBIL24.14

['®PBII 2.4.24,

2228

o Pb1I, 2.2.29

I'® PB I, 2.2.20

Paznen «Conyrer-
BYIOUIHE NIPHMECH )
HJ1 PB 1842C-2017,
Ham. Nel, No2, No3

Pasnen «Boja»

HJ1 PB 1842C-2017,
nim. Nel, No2, Ne3
Pazznen «Cynndarnas
30/1a»

HJ1 Pb 1842C-2017,
nam. Nel, Ne2, Ne3
Paznen «Ocrarounbie
KOJIHYECTBA OpraHnye-
CKHX pacTBopuTenei»
HJ1 Pb 1842C-2017,
u3Mm. Nel, Ne2, Ne3
Pasnen «I'enorokeu-
YECKHE IIPHMECH»
HJI PB 1842C-2017,
n3m. Nel, Ne2, Ne3

Pasaen «Konuuect-
BEHHOE OTIPE/Ie/ICHHEY
HJ1 Pb 1842C-2017,
n3m. Nel, Ne2, Ne3

He Gonee 0,15 %
He Gonee 0,10 %

He Gonee 0,2 %
He Gonee 0,5 %

He 6one 0,1 %

I'®PBILS54

He Goziee 5000 ppm

He Gosee 890 ppm

He Gonee 0,32 ppm

He Gonee 0,088 ppm

He menee 99,0 % u ne donee

101,0 % B nepecuere na 6e3so-
HOE BEIIECTBO

2.13 Muxkpobuonoru- | I'® PB 11, Meroauka  menwima- | @ PBILL 5.1.4
yeckas YHeToTa: 2.6.12,2.6.13 Ui
- o0uree Koau4ecTso AM-12-0441
aspobos (OKA) COIT-KO-12-197 10’ KOE/r
- 001ee KOTHYeCTBO
rpubos (OKI') 10° KOE/r
- Escherichia coli Orcyrersue s | 1
3 O160p npod ~ B coorsBercTBHH C -
KOHTPOALHON onepa-
ITHOHHOMN [poLeny-
poi:
COI1-KO-14-057,
COI1-KO-12-024
4 O0beM KOHTPOILHOM - - AJl: 350
npobbl MBJI: 20,0 r
5 YCnoBHA XpaneHns - - B repmeTnunoM KoHTeiHEpE 11PH
TeMieparype ne soie 30 °C
6 CpoK rosHocTH - - 3 roaa
7 Ynakoska - - JlBOiHON NOMHITHIEHOBLIH Me-

LHIOK, MOMELICHHBIN B 1TOJNITHIIC-
HOBLIA Dapaban, a Taxxke Apyrue

R
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[MTapamerpu MeTtoas Meroankn Kputepuu npueMaeMocTH
KOHTPOJIA HCTILITAHMH
Yiakoska - - BHIBI YNaxoBku, obecneunsalo-

IHE COXPAHHOCTL ChIpbA B TCHC-
HHE CPOKA INoAHOCTH.

- Zhejiang Tianyu Pharmaceutical

Marorosuten -
Co., Ltd, Kuraii

Koxn - - 120307

* - KOHTPOIHPOBATL | CEPHIO B O/




