QAQ «B3IMII»

Cnenudaxaa Ha ACXONHBIE MATSPHATEL.

Kog: CIIC-KO-14-0218/2-09

i Crp. 133

Hara peenenus c:
«FGn 4 . Aol

Beopwrcsa BIaMeH:
CHC-KO-14-0218/2-08
ot 18.06.2020 '
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HEPTAIHINM IIEHTATHIIPAT C

JUIST MHBEKIA

HATPUS KAPBOHATOM

Ceftazidimum pentahydricum et natrii
carbonas ad iniectabile

CEFTAZIDIME PENTAHYDRATE WITH SODIUM
CARBONATE FOR INJECTION

Kourpoas xagectsa no HJ{ PB 0884C-2020

Cocrasna

Corxacosann

Yipepaus

HomxsocTs: Rasansak cexropa AJT

Homswuoors: Hagansanx OKK

,I{omom 3AMECTHTEID mﬂepa.ms-

7 HOTO AMPEKTODA, IQ-KARECTEY /
HO®: O.A.Posy VIO®: OB 3puei® 5 o f7,7 7 /7 | WOD: TBBarypd /.
Mogmuck, 4% W Tlommcs: W Honrmuep. L= Z™
Jlarta: I5 08 AO7L Jara: NN Tata: 74 7F Zoit
JoInKHOCTS: JIOmOREOCTE: 3aMECTUTES
muxpobuener 1 xareropus HavansHEmKae AJl
HO®: 1010, Tuppsa HOD: HA Muirasa
[oamics: (,?’f’}f!,{ffﬁ&lw Tloprce: [,%1
Heta:  JA04 &0 Hara: 7208 40

HomxyocTe: Gnonor [ kareropas

JomxnosTs: Havansik MEJ]

HOD: H A Oeponuns

HOD: C.B. I‘q;ze&smsa

Hommwcs: 74~

Hopmucs: 55 177

Jara: B 05 A2

Tlaza: %{ﬁ’f RIEL

JomxsocTe: Hagansaak OCuP

HOD: O.A.bpemsam

Hogmucs: {7}"‘2:

Hara: 75 g gt

JomREoCTE: HawanbHug O3 s

HO®: B.B.Jlatorypesifi .-
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e
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Tionmmcs: ST

I0Ta: % A7 e
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CrensduKanis Ha HeXoFHEE
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MATEPH
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i Kon: CIIC-KO-14-0218/2-09

2.2 Hoasmasaocts
(saeaTwduranym)

A KegrocTHas Xpo-
MaTorpadiug

B. Peaximig (a) za
xapSomaTht

2.3 TpozpagrocTs
pacTeopa

2.4 Onrageckay
IIOTHOCTD

2.5pH

2.6 Conyrersyonne
TIPUMECH:

- peMecs A, B, G

- HECTE LB HINDO-
BaHHEIS IIPEMECH

~ CYMME npHMeceit
2.7 prmecs F

2.8 Iloteps B macce
GPY BRCYITHBAHNE

2.9 CrepunrrocTs
2.10 # AnomanpHas
TOKSHYHOCTE

2.11 # Iluporessocts
2.12 baxrepransisre
IHAOTOXCHHE!

2.13 Mexanmgeckas

BRARYIE U
~ BRIAMEIC YACTHIB!

TOPBI, 2229

TOPEIL 238

TQPBIL221

T PE, 2.2.25

T'¢PEIL223

I'®PEII, 2.2.29

TO©PEIL, 2.2.29

TePBIL 2232

'dPBI, . 261

TOPEIL2.6.9

T'®PRIL 2.6.8

f©PEL, 2.6.14

P PBIL 2.9.20

Pazgen 7.4 CO-KO-14-102

Pezaen «IlommmeocTs
{(moerTHGRKAIHEL)
HJI P5 0884C-2020

Paspen «Ilomigus0cTE
{BEERTHHEALE)

HI PE 0884C-2020

Pasien «lIpospausoets pac-
Teopan HYL PE 08842020
Pazgen «Onmrgeckad WieT-
HocTey HI PE 0884C-2020

Paszen «pHyw

HJ PB 0884C-2020
Pazaen «Conyrersyionme
PHMECH?

H PE 0884C-2020

Pazzen «IIpumece F»
M PE 0884C-2020
Pasnen «[Toreps 2 Macce
BPH BHICY [LHBREHEY
HIPE 0884C-2020
MeToxxa renerTaysi
AM-12-0218
COTM-KO0-12-134
MeTtopzxa wenpTanuil
AMT-12-0218
COM-BO-12-021
MeToiuxa HensITanmil
AMP-12-0218
COII-BO-12-020
Mertogura mensrramsi
AMBE-12.0218
COII-KO-12-05%

MeTogHKA UOTHITAHMT
AM-12-0218
COMNKO-12-137

Crp.2m33
] Mapamerps! Meromm: MeTozucn yoenwTarud KpHTepun IpHeMATHMOCTH
v KOHTPGAA
1 TIprvenenue Uedrasumms, TOPOMOK AR HPHrOTOBNEENH
PACTROPE 114 BHYIDHBSHEOTO ¥ BEYTDY-
MBITIEYHOFC BEegenss 1,0 1
2 Hamvenosasime noxa-
satenell xayecTsa:
2.1 Omacanue (caoil- | Brzyanessi Pazmen «Onucanne (csofict- | Beastlt mwin Gremao-Kenrhil KpreTanmse-
cTEE) TG PBILSIL sayy HII PE 0884C-2020 oKt TOPCHIOX,

Jlerxo pacTBODHM B BONE ¥ B METaHOne,
BPERTHUECKH HePasvTBOpHM 5 ALBTOHE,

A, Ha xpoMaTorpaMme HCMBITYEMOro pac-
TBODA BPEMS YEEDKEB2HHE QCHOBHOTO HEKA
JOTKHO COBNAIARTS CO BPEMEHSM VASDHH-
EAHNS OCHOBHONG TTHKA Ha XPOMATOrpavMMe
DACTROPE CpaBHeHus (7).
B. Hematyemsii ofpasen faeT peskino (2) |
HA KapGOoHaTs!,

Pactsop S pomwes GHTS ITDO3DAMHBM
Onrraeckad MIOTHOCTh PACTBOPA 3, H3me-
peNHas TP ANHEBe BofHE 425 HM B KIOBETS
¢ TonmEnoi cnos 1 oM, He FOoMHEa Tpessl-

mate 0,50
01508075

He Gonee (0,2 %
He fomes 0,10 %

He Gosee 1,0 %
He Sonee 0,3 %

He Doses 13,5 %
Hemrryement ofpasent joskes Gurme ore-
DRABHEIM

Hersrryemulll ofpasey zomxer SLTE HETOR-
CHYBRIM

Hormtryenmsent o0pasert somkes O5ITh ampo-
TEHEHEIM

He tonee 0,10 ED sz | Mr uedramsamea

HoAKEN OTCYTCTROBATE
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Cremmduxanas g3 nexond

). ZBINVIED

Kon: CIIC-KO-14-0218/2-09

Crp. 3z 3

~ HEBAIMMBIC JaCTH-
s

2.14-Ocrarouarie
KONHYECTRE OpPranH-
HECKHY PASTEOPHTE
e

- afeToHa

- 3TAHONA

2.15 Harpng kaplo-
Bay

2.16 Xonnyecrsex-
HOE ONpeAeieH e

'O PE T 2.8.19,
MeTox

IO FPBILL 2424,
2228

PPEIL 2222,
Merog 1
I'®PHIL 2229

Passien «Mexamecsue
BEMOYSIHI
HI, P 0884C-2020

Pazgen « OCTATOUMHEIE KON~
HECTBA ORTAHSCKHX Pac-
TeopuTeneHy

HI PE 0884C-2020

Paszen «Harpus xkapSorars
HII PB 0884C-2020

Pazpen « KonugesTReSHOS
OODeASTRHEEY

HII PB 0884C-2020

CyBeTapied BRISPRURAST HCIRTRNAE, CCRE
B 2 r npucyteTeyer He Gonee 6000 wacrary
pasmepon 10 mxm w Gonee; He Oomee 600
YACTHL pasMeposM 23 Mxm i Gonee.
TOPEI, Tom2, 54

He Gozee 3000 ppm
He Bonce 3000 ppm
018,08 % a0 10,0%

He menee 93,0 % o ae Gonee 105,0 % 8 ne-
PECUETE HA LYXGE BUIZECTRO, He COMEKa-
mee HaTpys KapboHaTa

3 OrGop mpof - - B COOTBCTGTRIN ¢O CragAapTHOR onepalrd-
OHHOH NpoueTypoi:
COILKO-14-057,
COI-KO-12-138

4 Ofnen RORTPONBHOHK e - AJl: 185,0r MBI 14071

upofst
b) VeaopHs Xpasernt - - B crepanbiioM, TepMETHTHOM, JAIIHICHEOM
' OT BCKPBITHA KOHTEHEEpe, B SRITHIZEHHOM

OT CBETA M BIRTH MECTe

& Cpok rongosTH - - 2ropa

7 Ynakosxa - - Amovurmessie  Bmoossr o 50 w @
10,0 xr, yiagosaHERS B KapTOREbE Xopofa,
4 TAKKEe § ApYTHe BHAR YIakoBky, obecre-
YHBAOMINE COXPREEOCTh HCKOEHBIX MaTe-
PHAIOB B TEUCHEE CPOKA IOUHOCTH

2 Haroroserens - - Qilu Antibiotics Pharmaceutical Co., Ltd,,

_ Kurait
8 Kot - - 120102
# ononmwressase Tpeboranns OAQ «B3MIDy,
/"’ 7



