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Cneunpuraums Ha HCXOIHbIE MaTEPHANbI o CIC-KO-14-0182/1-06
IK i) Crp.1 u3 4
Jlata seesieHus c: BroauTes s3amen: JelcTBYET A0 | TIPHIHHT akTyaTnu3aums
25,04 204¢ CIIC-KO-14-0182/1-05 | Gecepouro
or 01.04.2026
CIIMPOHOJIAKTOH
Spironolactonum
SPIRONOLACTONE

Kontpoas kauecTBa mo H/L Pb 1848C-2017, u3m. Ne 1

Paznenam 3.2.S.4.1, 3.2.S.4.2 peruncTpanMoHHOr0 10Che
JeKAPCTBEHHOI'0 npenapara

CnnponoaakToH, Tadaerku 25 mr B Pb

CocraBuiau Cornacoaan YTeepana

HonxuocTts: xumuk | kateropun | JomwkHocTs: Havansuuk OKK JlomKHOCTL: 3aMecTHTENb [EHepalibHOrO
AJl 22 HPEKTOPA N0 KAYECTFRT 7
MO®: M.B.babxanuesa WOD: O.B3ewvkorAy » 2 2/ HO®: T.B.batgpo \/
[Mopnues: POLAJL [Toanucs: \W [Toanuce: \QJW
Jata: 2204.2026 Jata: LY .0\, i,dlﬁ/ Jata: LK. 0. LOE
Homkrocts: mukpotuonor I ka- | JIomkHOCT: 3aMecTHTENb HAYANBEHH-

TErOpUM ka AJl

HO®: B.O.Parnugesa HOD: HAMansiruva  »

Moammes: .~ L~ /#— | [loanwce: %‘%

Jlata: 2 R‘OW)\G Jlata: AU oM 220X

JomxrocTs: HauansHnk MBJ1

HO®: C.B.T[J B3
[Toanuce: |, 7
Jata: 13 OU Y020

JomxuocTs: HavansHuk OCuP

HOD: O.A.Bpemsa /-

Mognues: ' A/

Jara: 243 QM. 2026 9

JomxrocTs: HauansHyx O3/

HO®: H.A.Hosak

[Moganuck: e

e Bl 7
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CreundHKauma Ha HCXOIHBIE MaTEPHAITBI
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JKIENONAD Cfp2wo d

B MH(paKpacHOH
obnacTu

B. Toukocnottnas
xpoMarorpadus

C. KavectBennas pe-
aKus

2.3 VaeneHoe onTth-
YecKOoe BpalleHue

2.4 Conyrerytomme
MTPAMECH:

- npumecs |

- npumecH E, F

- mpuMecH A, C

- mpumeck D

- Hecrieundupo-
BaHHbIE NPHMECH

- CyMMa npumecei
2.5 CobGoansle mMep-
KanTocoeAnHEHHA

F'® PBII, 2.2.27

e PBII, 2.3.1

[®PE 11,227

[®PBII, 2.2.29

B cooTBEeTCTBHH

¢ HJI, pasnenom
3.284.2

HJ1 Pb 1848C-2017,
H3Mm. Ne 1,

pazmen 3.2.5.4.2
Paznen «llopmiaroCT
(wpenTupukams) By
HJ1 Pb 1848C-2017,
u3M. Ne 1,

pasnen 3.2.5.4.2

Paznen «[lojuturHOCTE
(anentudukanus) Cy»
HJ1 PB 1848C-2017,
M. Ne 1,

pasnen 3.2.8.4.2
Paznen «Y nensHoe on-
THYCCKOE BpallleHHe)
HJI PE 1848C-2017,
A3m. Ne 1,

pazaen 3.2.5.4.2
Paznen «ConyTteTBy-
IOLIHE IPUMECH )

HJI Pb 1848C-2017,
u3M. Ne 1,

paszen 3.2.8.4.2

Paznien «CeoGoaseie
MEpKanToCOeIMHEHHA)
HJI PB 1848C-2017,
3M. Ne 1,

pasznen 3.2.5.4.2

Ne [TapameTps MeTtoasl MeTtoauku Kputepuu npueMaeMocTu
n/n KOHTPOs HCIIBITAaHUH
1 |[Ipumerenne - - CnupoHonakToH, Kancyis! 50 Mr u
100 mr s Ipy3un, P
CrupoHOnakToH, TabneTkn 25 Mr
s Apmenun, I'pysun, Pb
2 |Haumenoranue noxa-
3aTenei KayecTna:
2.1 Onucanue BusyansHerii COII-KO-14-102 Benbrit wim  xenroparo-Oenbli
(ceoiicTea) I'dPBII 5.11 Pasnen «Onucanue [OPOLIOK.
(cBoitcTBa)» [IpakTHYeCKH HEepacTBOPHM B
HJ1 PB 1848C-2017, BOJIe, pacTBOpHM B 96 % crmpTe.
I'dPBIIL 5.9 u3M. Ne 1, O6nanaer nomamopduamMom.
paszaen 3.2.5.4.2
2.2 "ITouTHHHOCTE
(mnenTHMKaLH):
A. Abcopbumronnas |I'® PB 1L, 2.2.24 | Pasnen «[Topnuunocts |A. HMudpakpacuslit cnekrp mpo-
cnexrpodoTomMeTpHs (npenTHUKaIMA) A»  |MyCKaHHA HCIBITYeMOro obpasua

JIOJDKEH COOTBETCTBOBATH HH(ppa-
KPacHOMY CIIEKTPY MpOnyCKaHH!s
CO cnupononakrona (EP CRS).
B. Ha xpomatorpamMme HCIBITY-
eMoro pactsopa obHapy:KuBaeT-
¢St MATHO, COOTBETCTBYIOLIEE 110
pacriosIOKEHHIO W pasMepy oc-
HOBHOMY MSTHY Ha Xpomaro-
rpaMMe pacTBOpa CpPaBHEHHA.

C. ObGpasyercst onanecuupyro-
MHH pacTBOp KENTOBaTO-3ese-
HOro ngera (MOJKET BBINAAaTh
0CanoK).

Ot - 41 1o - 46 B nepecyere Ha
CYXO€ BEUIECTBO

He 6onee 0.5 %
He 6onee 0,3 %
He Gonee 0,2 %
He 6onee 0,15 %
He 6onee 0,10 %

He 6onee 0,7 %
JloKHO MOABUTHCA CHHEE OKpa-
IHBAHHE

Cof
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Crneundmukauns Ha HCXOHBIE MATEPHAITBI Kon: CTIC-KO-14-0182/1-06
JKISMITIAR .3 m3 4
Ne [TapameTpsl Meroset Metoauxu Kputepun npuemiaeMocTH
n/n KOHTPOJIS MCTILITAHUH

2.6 Tloreps B macce
MPH BLICYLITHBAHUH

2.7 Cynedarnas 3ona

2.8 OcraTo4Hble KO-
JIMYeCTBa OpraHuve-

CKHX pacTBOPHTENEH:

- METaHOM

- TeTparuapodypan
- N,N-aumerundop-
MaMHI

2.9 KonmuecTBeHHOE
ornpeaeneHue

I'®PBII, 2.2.32

I'®PEII 24.14

['®PB I, 2.4.24,
2.2.28

'®PBII,2.2.29

Pazpnen «Ilotepsa B mac-

CE MPH BBICYITHBAHHH Y
HJ1 Pb 1848C-2017,
H3M. Ne |,

pazaen 3.2.8.4.2
Paznen «Cynedarnas
30/1a»

HJI P 1848C-2017,
m3M. Ne 1,

paznen 3.2.5.4.2
Pazaen «Ocrarovnsie
KOJTHYECTBA OpraHnye-
CKHMX pacTBOpHTENICH»
HJI PB 1848C-2017,
m3m. Ne 1,

pazgen 3.2.5.4.2

Pasnen «Konuyectsen-
HOE ornpejienieHne”

HJ1 Pb 1848C-2017,
u3Mm, Ne 1,

paznen 3.2.8.4.2

He 6onee 0,5 %

He 6onee 0,1 %

[OPBIL 5.4

He 6onee 3000 ppm
He 6onee 720 ppm
He 6onee 880 ppm

He mernee 97,5 % w ne Gonee
102,0 % B mepecuere Ha cyxoe
BEIIECTBO

2.10 Muxkpobuonoru- |I'® PB I, 2.6.12, | Metoauka ucnieitanuit |[T'® PB I, 5.1.4
YecKas YHCToTa: 2.6.13 AM-12-0182/1
- ofLee KOTHYECTBO COIl-KO-12-197
aspo6os (OKA) 10° KOE/r
- od1ee KOMHYeCcTBO
rpuGos (OKT) 10 KOE/r
- Escherichia coli OTtcyTcTBHE B I T
3 Ot6op npo6 - B cooTBeTcTBHE CO -
CTaHapTHOH onepaim-
OHHO¥ MPOLEAYpOii:
COIT-KO-14-057,
COIT-KO-12-024
4 O6beM KOHTPONEHOMH - - AJL:
npods! apxuBHBbIi obpasernt — 14,0 r
naboparopusii oGpazen (CBK) —
170r
naboparophsiii obpazen (CXH) —
40r
MBJI: 10,0 r
5 | YcnoBus xpaHeHus - - B BO31yXOHENPOHHLIAEMOM KOH-
TelHepe, B 3alMILEHHOM OT CBe-
Ta MECTE
6 |Cpok rogHocts - - 4 roga
7 | Ynakoska - — JIBOMHBIC IMOJIMITHIICHOBLIE MaKe-

Thl, BIOKEHHbIC B KapTOHHBIE Ga-
pabanel (Uit konugectsa ot 10 kr
N0 25 Kr) HIH aTOMHHHUEBBIC
GanKH (U1 KONMHYeCcTBa 10 5 Kr)
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Cneundmkalms Ha HCXOIHbIE MaTEPHAITbI | on: CIIC{KO-14-0182/1-06

SKIEMNNED Cip4md

[Tapamerper - Mertosl Mertoauku Kpurepun npuemieMocTu
KOHTPOJIA HCIBITAHUH
Harorosurens = - Tianjin Jinjin Pharmaceutical Co.,
Ltd., Kuraii
Kon - - 120221

*Mensitadust MOJTMHHOCTH M3 KaX(I0M YNAKOBOYHOH eAMHMUB!I Iepe]l Bblaadell B IPOM3BOJACTEO
npoeojute cornacHo COIN-KO-14-056 meromom ' PB I, 2.2.40 Cnekrpodoromerpus OmuxHEro
undpaxpacHoro muanazona mabo ['® Ph 11, 2.2.48 Pamanoeckas cnektpoMerpus. Kputepun npHemaemMo-
cru: «Criexrp mensITyemMoro obpasiia I0/mKEH COOTBETCTBOBATH CIIEKTPY CMHPOHONAKTOHA, BHECCHHOTO B
oubmorexy cmektpoB BUK-anamuszatropa nmbo crnexkrpomerpa kosjeSatelbHOro (paMaHOBCKOro)

paccessHus,



