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TACIIOPT N: 94

ODED®PA3ZOJHH

IOPOMIOK 1A IPHTOTORNEHAS PACTRODE
InA BHYTPUBEHHOIO ¥ BHYTPHMBIMIGHHOro seeferns 1 I

Howmep cepun 202941125 KomuueeTso yIakosok B cepum 116 700
Mara nporzeomersa_ 19.11,.2025 B i3
Anamm srimonsen mo HIT JII-Na(005711)-(PT-RU)-100624
NoNe . Peaynstarn
iy Hamvenosamse moxasaTenei TpeGoanns HopMarunsol FOKyMemTAIHE amamrios
KBenutii ¢
1. Omrcarme Topomaik fenoro Hms Genoro ¢ KeTTonaTiM OTTCEKOM MEET HCETOBEITEIN
OHIEHKOM
Bpess pacTeOpeHnA cofepuMore hrakosa I r b 4 Mi goder £ gommio
2. Bpews pacToopams Brre s Bones 5 s Caamaemmayem‘_
Bpoma yRepKHRAENST OONODHOTO NAKA Ha XDOMETOTPAMME HCIETYEMAro
3 Hnesridararyis PACTEOPE JIOJDKHO COOTRETCTRORATS BPEMCHH Y/ISDHHEANHR Mitka Coomaememeyem
: HedA3ONHHE H2 XPOMATOIDAMME CTAIURDTHOCD PacTROpA.
OkpauBasne nraMesn B wetett et Coomaememayem
4, Vjiensmoe Bpamesite Ot wmaye 15,0 go Mmuye 24,0 & nepecaere m Ge3800R08 peimecTa0 187
S— (5 % pacteop npenapara) »
5. Yaemesstdt moxaiarens He Menee 260 1 ue Bojee 300 & MaKEHMYME TPH JATHAE ponHer (27242) 281
TOTHOMIEHIR HM B TIopecyeTs Ha Oo3BOJI0e BemecTHO
Caeronponycranae 10 % pacreopa NPeNapiTa, HIMEPEHHOS NPH LIHHE .
6' Tlpospassoets pactsopa BonAk (650£1) Hu, 1te menes 96 % 100
7. Omnueexas nnothoers 10 % pacTeopa npenapara, FIMEPEEAT TIpH
Lpersiocts PRETROPE amise somnt (430+1) i, He Gonee 0,15 6,03
8 | pH pacTEopa Ot 4,0 10 6,0 (10 % pacteop npenapats) 5.2
Mexauweckye BELOSCRTS: B coomeTorsi ¢ TpeGonammmu Coomaemcmayem
9, | BETEMRIC TACTRIE Konmectno sacran pasmepon 10 akst # GoMoe HE JOMHND NPeHEIETS
HCREJTEMELS HECTHITR 6000 & I dnakoite; Romitecno wacTum pasmepom 25 MiM 1 Gones e Coomeemenayem
Aomino npessmmaT, 600 8 1 dnakone
10. Thpuiisi ERnHuHan e IeHTHRUApORaRHES npyMes He Gonee 1,0 % 0,26
Cymma npumeceit ue Gonee 3,5 % 087
1L | Copepmaxnc 8O He Gones 6,0 % 0.9
Aneton He Gones 0,5 % 2,604
12 Ocrarodnsie opramEyecte 2-mponmaon ue Gonee 0,5 % Omeymemeayen
PACTBODETER Stanon e Gonee 0,5 % Omeymemayem
Metsnerouopry e Gonee 0,06 % Omecymemeyem
13. | NN- Damermmamoms He Goliea 0,002 % Omeymemsyem
4. | Tpmranavmem He Gonee 0,02 % 0,01
15. | N,N- Jlaveramnerasmn Hebounse 9,06 % Omeymemeyem
_TG. Barrepuansusic SHIOTOKCHHEL He Gopree 0,1 E3 ma 1 vr medasonmina Caomaemcmayem
17. | AHOMANLHER TORCHINOCTS Honwen DHITE HeToOKEHYHEM. Hemorcuyen
18, | Creprnsnocrs Tomsent BLTs cTepiiniting Cmepunen
He menee 900 Mrr/vr 1 =2 Gornee 570 sar/mr nedazommma
19. [
= Kommecrsemmos anpegenesus (C12H14N30483) & nepecuete sa Gespomios BEIMECTRO 937
20 Conepxamue neficrayiomero He menee 90 %  ue Gonee 110 % oT HOMEHAILIOID KOMHYECTRS 101
. BEMIECTRA 8O thaxowe HeaIomHEE BO (Rakone
pi n =10 nepsril nOKEIATETE NpHeMAEMOCTE AV = L1 L1=15)
21. OnsopopEocTs 203ApO [Tpn r= 30 niepantt nokasarens npresnemoct: AV <L1 u nee X Ay =17
b v yuoaneteopwiot Hepaserctay |M—xi|<0,01-L2 - M (L2 =25) Coomaemcmayem

Hedazosmn, mopomok s OPHIOTORIEHHS PACTEOpPA
JUIA BHYTPHBEHHOIO ¥ BHYTDHMEINTIEMHOTO BRENEHNT 1 I
Cepuz 202041125
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1 2 3 4 7]
0,5 1, 1 T NeficTRYrOMer0 BONIECTRA BO (rAKOHE 1 r ACHCTRYIONIEro REMECTRL
CTEIUBIHAES BMECTHMOCTBI0 10 MIL, TepMETHEHO | BO (hIEKOHE! CTEKIHHEIE
yiymopeHEse HpoSKaME PEsHEOBEIME, ofmarste | BMeeTnMocTsio 10 M,
KONOa4KAMHE ATIOMHUHAEBRIMHE FITH rePMETEHHO YKYIOPCHEEE
XOMOHEWpOBAHHEIME. npobixanH peIHHOBEIME,
Ha (praxos HAKNEHBAOT ITHKETKY. oEWaTEE KOMIATKEME
72, | OmHcaHHE ynaKosKA 1 (iaKoH ¥ THOTOK - BRI B NATKe KOMOHEHpOBAHERIME.
; EApTOHHOH. e Ha Gnaxon HaKIECH
Ilns eramuoRapos: 50 GUAKOHOR H PARHOE. FTHKOTHA
KONEIeCTRO THETKOB-BRIANBINEH B ropobke 1 (makoH M [HCTOK = BRIEJEIT
rapToHHOH. B TATKE KADTOHHOH,
Ha xopobKy HaHOCAT TEKCT HIH HAKIEHBAIOT CooTBETCTBYET
STEKETKY. ; :
23. | MapxmposKa B coormercTemy ¢ pazienom 1.3.2. Mopyna | DETHCTPAIHOHHEOIO J0CHE
Tlepeaynas ynaKkoBKa
Dmuremxa GraKoHa

TOProBOE HEHMEH0BAHHS [epasomsn Leganomis

NexApCTREHNOND Npenapara cefazolin

MeJCTYHAPOIIHOE HENATCHTORAHKOS [OPOMIOK Ml NPETOTORICHM

HAWMCHOBARHE A AHCTHACKOM cefazolin pacTEOpa U BHYTPEBEHIIONO i

AIEIKE

TOpOIIOK [l IPATOTOBICHNA PACTAOPA JUid

BHYTPHMEITIEYHOTO BEEACHIHA
1ir

A3EIKE

nexapcreeHHad GopMa BEYTPHECHEOTO ¥ BHYTPHMEIIIETHOTD CTOPANEHO
i BREENEHES BEYIPHBEHHO * BHYTDUMEIIIEHHO
foTEpoRKa 05r/iT [TAQ «Kpactapwma, Poccus
Kpac®apma
TPy I SARTSLHAT HANTHCE CTEPHIBHO
IIYTE BREJISHHA BEYTDHBENHO * BHYTPHMEILISTHO "";“ .
: e
HaRMEHOBAHHUE HCDKATENA TIAO «Kpacdapwma, Poccast HoMep CepiH (HOCHSARHS SSTHP
1TEGpEL B HOMEPe — MECHIL H TOZ
DETHCTPAIHOHEOTO Kpac®apma :
NpOM3BONCTEA npemnapata)
y/I0CTOREPEHHASA/TPOMIBONHTENL, ET0
: Tt NAaTa MCTEICHAL CpoKa TOAHOCTH
CTpaHA, TOBAPHEL SHAK (Fores io MMLITTT)
gomMep cepiit (MOCHEIHENE FeTRIpE mEQPE B HOMEPS — MeCsIl H To/l IPOH3BOACTER COOTRETCTRYET
[PETIEpATa)
fiaTA HCTEYEHUS CPOKA FOMHOCTE (Tomes 1o MMLITTT)
BropuuHas YIAKOBKA
Maurxa dna I dnaxona
TOProOBOE HAHMEROBAHHE Tedesomms Tledazomin
NeKapcrBeHHOro npenapara -
- = cefazolin
MesCTYHADORHEOE HONATEHTOBARHOS
HAMMEHOBANHG HA AR THHCKOM cefazolin NOPOIMOK [y1% [FPUIOTORNCHAT

TOPOIIOK 7yl IIPATOTORNEHES PACTEOPE I

nexapcrRerHas GopMa BHYTPHBEHHOTO H BHYTPAMEIIETHOTO
RREJIEHHUH

JIOSHPORKA 05r/lr

TpeyIpEIETeNLHAL HANITHCE CTEpPHIEED

YT BEEIEHHN BHYTPHBCHHD ® BHYTPHMEIISTHO

KOIETECTRO (MIAKOHOR 1 (pmaxo=

COCTEE TEKAPCTBEHHOIO Hpenapara

Cocran ma 1 naxod

Jleiicmeyioujee eeecmso
Tledasomur matprs 0,524 r/1,048r
B [epecyeTe Ha nedazomus 0,50/1T

pAcTBOpA U BHYTPHEEHHOTC B
BHYTPHMEITICHHOTO BREACHHA

i )

CTCPANEHD

BHYTPUBEEEC * BEYTPHMBIIISTHO
1 fimaxoH

Cocras g2 1 dnaxos

[Hedicmayioujee sei{ecmao
Iedazonus marprs 1,048 1
© mepecaeTe Ha medasomH 1T

Tletha20IH H, TIOPONIOK [T IPHrOTORIEHIS pactBOpa

JUIS BEYTPHUBEHHOTO B BHYTPHMBIIIETHOr0 BEE/ICHIL

Cepust 202941125

ir

Crp.2m33



T 2 3 4
XpaHHTE IIPH TEMTEPATYDE He BEIIe XpaHATH IPH TEMIIEPATYPE He
YCIIOBHS XPaHEHHS 25 °C B OpUTHHANGEOM yIAKoBKe (Hayke) | 3amie 25°C B OpUIHHATEHOH
JUISL 3ATATEL OT CBETA yraxoske (NATKE) [T JAMATEL 0T
Xpamuth B HEROCTYIHOM IR JieTelt MecTe CreTa
TpeLypENUTeIbHEE HARIHCH He (pAMERATS [0 MCTETEeHN: CPOKA TOJHOCTH | XpaEHTE B HENOCTYIIHOM JUTA
| TIpiMeHsTE IO HA3HAYEHWO0 Bpaia I_’I;mﬁ x:::;n L
YCIORHSL OTITYCKE OTIyeKaT Ho penenTy GPQEE FOREDCTE
HAepmateilb PErECTPALFORHATO TIpHMEFETE [0 HA3HACHAEO
j yrocToseperm/ [ [pOAIBOTHTE R Bpasa
HaUMEHOBAHME ASPRATEIT TTAO «I{pacdapmas OTRyCKAIOT 0 PenenTy
PErHCTPANHOHHOD Pocews, 660042, Kpacrospesui kpal, JlepRETETS PerfCTpAFORHOT0
YHoCTOBEpEEHs/NPOMIBONHTENH, er0 | r. KpacHospck, y. 60 ser OxraGps, 3. 2 YrocTobepem/IpORTRORATEE
fopuAgeckuit aipee, ToBapH&Ll 3HAK HpﬂCmEpMﬂ TIAQ «Kpacdapmas
55 Poccas, 660042, KpacHospcrmi

[ITPHEX-KOZ,

xpa,

GTIN (rnobamsesit aresTuburanoHHElf HoMep)

r. Kpacrospex, yi. 60 net
Oxcrabps, 30 2

HarocsT METOMAME IeTaTH Ha YI2KOBKE MM Ha MaTCPHAFHOM HOCHTENS (oTHKETKE),
& [OTYCKA0MEM OTASICHNA MATEPHATBHOrO HOCHTE/A OT YIAKOBKH JISKAPCTREHHEOTD
mpenapara Ges nospesenni

KORTPOILHEN HACHTAGHEAHOFHE 3rax (KH3);

FEIABAYANbRRI CepHREHENH HOMED TOProBo e TEIHIL (SN);

HoMep cepuE (MOCHE/IFRE TCTEpE AQPE B HOMEPE - MCCAI ¥ FOJ IPOHSBONCTER
npenapaTa);

[aTa HCTeTeHus cpoka romroct (Tomes go MMLITTT)

Kpac®apma

@ 1959 ioon
[LTPHK-KOJ

GTIN (pnobamsmit
ANEHTH(UKATHOERLE HOMED)
Harecensl METOROM OS9ATH HA
YIAaKOBKE]

JToIycKaeTeA HAROCHTS (QapM-KoI

KOHTpPOMRHEH
HIeATHDURATTHORHEIR SHAK

| Thascrorpanve: apmanesTaeckol xovmaruy [TAQ «Kpacdapman 0B0IHATAIOT BHJTEL
YIAKOEOK JICKAPCTBEHHEIX (oM, BEIGICHA HCTOME3yCMas epRITHAL YIAKOBKA LA
npenapata «QraroH»

(Fcu3);

AHIHEHYANEHEIE CepHHHEIS
HoMep Toprosoll exummEmE (SN);
HOMED CEpHE (TOCNEIHHE ICTRIDE
MEdPE! B HOMEPE - MECAI] H TOX
MpOM3EONCTEA IPENapaTa);

IATE HETEYEHHS CPOKA IOHOCTH
(Toges no MMLITTT).

HamecEr dhapm-koz
[TuETOrpaMMEl
dapManesTHEECKOH KOMIAHHE
[TAD «¥pactapmay 0003HATAOT
BH/IE YIAKOBOK JIEKAPCTRCHHEX
dopM, BRIENEHE ACIONBIYEMAT

ﬂepﬂmﬂﬂ YIIAKOBKA JUist
npenapars «(IaKos
CoOTBETCTRYET
IIpa Temne 3 e 25 °C p OPETHEAGLHOH yIaxoske (TaTie) LA 3aITHTE
24. PH P -REIHIE B Op HOI YL AT
| Venonua XpaHeH#s ok Gadid %@m@x\\
25, | Cpox ronmocTH 3 roga // & \ﬁ‘s‘\ Tones fo 11.2028
(cpox xpamerw) [ isre R
Jlaamste pge: 3.B. [anommukon NN If-fﬂ
3arnrouernue: Cootrercrsyer HJT 0030 1) /ijimvmﬂﬁﬂ
Hawansuaax OKK \H Rl I1.B. IlledaTtor

«22 » _mexabps 20251

IMedaz20J1HH, OPOMIOK A/1s IPETOTOBIEHHS PACTEOPA
ISl BHYTPHBEHHOTO H BHYTPHMEBIIICTHOrO BBE/ICHHS ir
Cepus 202941125




ITAQ «Kpachapman d @©-01-COT-ATI-60300.74

PASPEIIEHUE HA BRITYCK
NEKAPCTBEHHOra cpefcTRa B obpamenne Ne 72 74

HacTosugam noarsepiaaetces, 4ro sekapersensoe cpeacrso:  Liedazonnn
fIOPOLLOK JUTA NIPHTOTOBIICHHA PACTROPA MU BHYTPHBEHHOIO M BHYTPHMEILIETHOrO BREIEHUS

Homep pervictpausontoro yrocrosepenus  JIT-Ne(00571 1)-(PT-RU) or 10.06.2024

Hepikarens (Bnasenen) perucTpauMoHHoTO yaocrosepenna: [TAQ «Kpacdapman, Poceus,
Kpacuosipernii kpait, r. Kpacxospex, yn.60 net Owrabps, 4. 2

Cepun Mo 202941125 Josuposka 11

Mopma seinycxa: 1 © Bo QaKOHE! BMECTUMOCTBIO 10 M.
1 duiaron 4 IHCTOK-BIAMBIL B NAYKE KAPTOHHOI.

Hata npouzsopcrea: 19.11.2025

Tonew mo: 11.2028

Konuyecrso ynaxosox: 116 700 wr.

Npouseeneno IIAQ «Kpachapmar, Poceus

B COOTBETCTBHH C TpeBORAHMAMM NHUCHINY Ha npoussoncteo Ne JI012-00102-77/00010584

tpebonamusmu M JITT-Na(005711)-(PI-RU)-100624
H ACHCTBYHOMMME MpABHIaME Haanexaneli IPOH3BOACTREAHO NPAKTHEH.

[poussopurens/Dacosinux (mepekynas ynakosxa)/yY nagosuiuk (BTopHyHas (morpeBurentexasn)
ynaxoska). [IAO «Kpacdapma», Poccus, Kpacrospekuii kpafl, r. Kpacsospck, yn60 ner
Ouwradps, 3. 2/53

Brinycratomuit koutposts kauectea: [TAO «Kpachapman, Poccun, Kpacrospeksii Kpa,
r. Kpacroapek, yn. 60 ner Owrabps, 30. 2/13

Bumyex hekapcrseryoro cpencTea B ofipatwenue G OC LY (2t

(YRa3aTE «paspewaion wix «IAMPEILAION )

YronsoMouensoe nHio £3. 72, 2E25° At - Babypuna T.II.

(nara) (noafucs) (h.1.0)
lpuras Munsnpana Pocenn o6 atrectaumn Ynonnomouenroro nnua  Ne 280 ot 31.05.2024 i

(nomep, nara)




