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Top. i — TpefosaHHT HOpMATHRHOM PesynnTaThl
oM. HORYMEHTALHH . AHATH3OR
1 2 3 4
" Berutdl ¢ Henmosamum
[Mopourox Genoro wny DEM0TO C KENTORITEM OTTEHKOM LUBETA. OHIERKOM HOPOUIOK.
1 Onucanve BoceraHoRneHHLA pacTaop (pacTsop, NOMyHeHHELH MpH onpeaete- Boccmanoanennuit
HHH BPEMEHH PAcTBOPEHHA) NPO3pauiLIfl, OT CBELIO-KENTOro 10 pacmuiop npe3pattei
HENTOTC LUBETA ceemno-scknmose
,_ e yaema
2. Bpems pacTnopents Bpema pacTaopeHus colep:kuMora Quakona s 3,5 M godu P Coomsemcmeyem
IOMEHO BBITh He Gonee 3 Mun,
BpeMa yNepHBAHHA OCHOBHOTO MHKA H3 XPOMATOIPAMME HCTIEITY- Coomsememeyem
5 H : EMOT'O PACTEOPA A0DKHO COOTBETCTROBATE BREMEHM YIEDKHRAHNA G 7t
% bl OCHORHOTO [THKA Ha XPOMATOIPAMME CTAHIAPTHOTO PACTROPA. Coomaemcmeyem
_OxpaluvRaHKE NNaMEEH B HENTalH UBET
Or munye 135 1o munyc 170 & nepeciete Ha GezBo/HOE i OGO
4. | YnenkHoe ppanieHue HOE OT OCTETOUHEIX OPrAHMMECKIX PACTHOPUTENSH BEIIECTRO -158
(1 % pacTeOp npenapara) !
5 ITpospausocTh 1,2 % pactnop npenapata AomkeH GsTe HpCApR HITH BLIEPHHBATE Hpozpauen
; _pacTeopa ‘ CpaRHEeHHE ¢ cycneHaneii cpasteHis | i
6 LipeTHOCTE 1,2 % pacTBOP OPENAPATA LOJBKEH BLUIEPHHBATE CPABHEHHE C pAcTIOPOM Mense smanona Ve
5 pacrteopa cpapHeHns Y e BYs } 3
7. pH pactaopa Or 6,010 8,0 (10 % pacrpop mpenapata) 6,9
MEXaHHIECKHE BETIONE- | B cooraercTBHH ¢ TpedosaHuaMit (METON BU3YANBHAI) Coomgemcmeyem
8 s KonriecTso qactul, pasMepom 10 MEM u Gonee He JOMKHO MPEREL-
Bgdma; € HACIUHE! | | rarh 6000 B 1 duiakols; KONHYECTRO SACTHIL pAIMEPOM 235 MEM Coomeememgyem
Hepuaumie vanmies Gonee ne JOMKHO mperriuats 600 u | duakone
EnuHu4HAA HEHAEATHOHIMPOBAHHAR IDHMECH ne Gonee 1,0 % 0,19
9 [MpuMecH
’ Cynma puMeceit He Gones 4,0 % 0,19
10. | Conepwanye soms He Sonee 11,0 % 83
Auetod ne Gonee 0,5 % 0,002
OcTaToTEEe 2-HiponaHon ue Gonee 0,5 % Omcymemeyen
11, | opransyeckus TGy eI
PACTEOPHTENH ANETOHUTPHI He Gones 0,041 % 0’?"&1’#. id
MeTHICHXTIOPHA He Gonee 0,06 % Omicymemeyem
12, | Tpayrumavms He Gones 0,05 % Omcymcmsyem
13 bBakTepHankHLIC He donee 0,05 E3 wa 1 Mr uerpHakcoHa Coomeememgyem
’ SHIOTOKCHHAE]
14, | Anouaisiz TTomKeH BaiTs HETOKCHYHBIM Hemorcuuen
- TORCHYHOCTh c T
15. | CrepisiocTs Homxel GLITh CTEPHAEHEIM mepune
IledTpraKeod NOPONIOK /UTE OPUIOTORNEHHS DACTEODA
14 BHYTPHEEHHOTO H BHYTPHMBIIIEIHOIO BREASAR 11
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2 2 3 ; 4
‘ He menee 895 mxr/vr u me Bonee 945 mir/mr i
| - .| tedTpuakcona (CisH1sNsO;8s) 5 nepecsere 1a 037
Konuuecrnentoe -+ | Bessoatioe 1 caoBonHoe OT DeTATOUHLIX
;| onpenerenue /| ODI&HEHECKHX PACTEODHTENCH BeliecTBO :
3 ~ | He mexee 90 % u ne Gonse 110 % ot nommpans. i 100
HOro koMu4ectsa uedirprakcona 8o diaxone
IIpu n=10 nepuiii nosasateis npremnemocrs
17. "] Onxoponsocts AV=L (LI=15), AV=17
| Ao3MpOBaHHEIX SHHHHL . npﬂ =30 nepesit DAY BpuoieMOR I " ‘Coomae ’
| AV = LI u e 3navenms x; yaosnersopsior : R
Hepasetictay | M-xi|<0,01-L2M (1.2=25)
1 r aeficreyiomero semeetss o (naxoust 1 r peficTeyiomero aamem-aa—
BMECTHMOCTEIO 10 M1, repMeTHyHO yKynopesHsie | uo (INAKOHEL BMECTMMOCTELD
NPOGKAMH PE3HHORKIMH MEIMLMICKIME, 10 m#, repmeTHuHO
00¥MaTEE KOMNAUKAMY AMTIOMUHHEBEIMK K YKYOOpeHHBIE npobkamu
KOMEHHHPOBAHHBIMH. PEIHHOBRIMH MEQHLHHCKHMH,
Ha dunakon HaknenparoT 5THKETKY. obaTEIe Konnaukami
| riaKon v THCTOK-BRIANLI B natke KADTOH- KOMOHHHPOBAHHRIMH,
HOH. Ha ¢naxon narneena
Hna crawponapos: 50 dnakonos u pasnoe ITHRETKA.
18. | Onmcanue ynakoskn KOTHYECTRO THCTKOB-BRIANEILIEH B KOpoGke Jna cranuonapos:
KAPTOHHOI. 50 dnakoxos ¥ pasHOE
Ha xopoliky HAHOCHT TEKCT HH HAKNEHREAIOT KOJIHUECTHEO JIHCTKOR-
ITHKETKY. BEKMAALINEH B KOpoOKe
Komnnexmayua ¢ pacmeopumenem, KApPTOHHOH.
Paetropurens: Bofa anst uvexumi 5 wn Ha xopobke Hakneexs
10 M1 B ammynax crexnaHHe, JTHKCTKA.
|1 dnaxon u 1 amnyna 10 ma a2 ammymst no CoorBercrayer
5 MA B KOHTYpHO aueiticonoil ynakoske 1 t
- THCTOR-BIANBILL B (A4Ke KADTOHHOI.
19. | Mapkuposka B coorrerctauM ¢ pastenon 1.3.2. mogyns | persctpaiyosnoro gocke
Iepeuunas ynakosxa
L Dmuxemea gaakona
TOProBOe HaHMEeHOBAHHE Fia Ledrprakcon
NEKAPCTREHHOrD NpPenapara Lsdrrpuaxcon cefiriaxone
MENIYHAPOIHOE HENATEHTORAH- MOPOLIOK U1 NPHIOTORNGHHSA
HOE HAHMEHORAHHE HA aHTIHE- ceflriaxone PacTBOpa JUTR BHYTPHBEHHOIO
CKOM A3EIKe H BHYTpHUMEILLEYHOIQ
NeKAPCTREHHAT (bupM_’u_ TIOPOLIOK AMNA MPUroTORNCHAS pPacTeOpa ana BEEIEHHA
BHYTPHBEHHOTO H BHYTPHMBLULISHHOTD BEEIEHHA Ir
O3MpoBKa g CTEQHIEHO
BHYTPHBEHHO *
NPEOYTIPENMTeNsHAL HANTMCE CTEPUNILHO BHYTPHMBILISHHO
IyTh RRGHEHHS BHYTDMBEHHO * BHYTPHMBLLEYTHO ,-1'{[AD %(Paﬂ‘i’apm‘ Poccra
HAHMCHOBAHHE IEPIKATENH peri- ITAD «Kpacdiapma, Poccha pﬂc ﬂpMﬁ 'é
CTPALHOHHOTO Y/I0CTOBEpe- HI]HE{DE}]MH b
HHA/NIPOM3BOAHTEIA, CTO CTpaHA, HOMEp CepuH (TIocnenHHe
ToBapHHIii 3HAK Sl A 4eThipe uHdpPL! B HOMEpE —
HOMEP CepiH (MOCHENHME HETBIPE LIHMPL B HOMCPE — MECALL H Tl IPOM3BONCTEE MECAIT H FOL MPOM3BOACTBA
rpenapara) Npernapara)
nara HETCHCHHA GPOK& rogHo-
lara ueTedenus cpoka ronuocty (Mogen no MML.ITTT) cri (Topes no MMUITTT)
Coorsererayer

IedTprakcon NOPOMIOK OIS TPHTOTORISHHS PACTROPR
A BHYTPHBEHHOIO H BHYTPHMENIETHOTO BBeaerns 1
Cepus 2031230925 ; : Crp.2uzd



Bropaunan ynakoska

Bmuremna ynaxosxu dna cmayuonapos 50 fuakesos
i 2| Uedrpuakcon

cefiriaxone :

TOPOIIOK A8 TPHFOTOBASHUS

TOPIOBOE HAHMEHOBAHHE Jic-
| kapeTBenHOro npenapara Hedrpuakcon

- | MexnyHaponHOe Henareimo-
| BAHHOE HAMMEHOBAHHE Ha aH- | cefiriaxone

TnHbcKoM A3BIKE ; s 4 pacTBOpa Ang BH}’TPHBBHH_Q_[‘_‘O H
fekapcTaenHas gopma NOPOUIOK [U1A NIPUrOTOBNSHMA PACTROpA A1 | o | PHMBILISUHOrD \
= ! BHYTPHACHHOTO H BHYTPMMBILIEYHOrG BBCIEHHA BESIEHWA
JO3HPOBKA i 1ir
CTEPUIE
NpPEOYNPENNTENEHAS HAAMHECK CTEPHILHG IR
: BHYTPHEEHHO *
| IIYTh BEGICHHA BHYTPHUBCHHO * BHYTPHMBILIEYHO BHYTPHMBIIEHHO
KONMHeCTRO (nakonor 30 diaxoson 50 dnakoHon
Coctas Ha 1 durakon Coctan ua | dmakon
uHDOpMaLEs O cocTase nexap- | Jeiicmayioues sewecmso Hevcmayioyee sewyecmso
CTBEHHOIO Mpenapara UedTpurakcor RaTpis remurentarkapar 1,193 ra Hedprakcon HaTpHs

remurerraruapat 1,193 re
nepecyeTe Ha HeTpHakeoH | r
XpaHuTE NpH TEMNEPATYPE He
Beime 25 °C B opHryHansHoi
ynakosxe (kopofike) Ang saum-

népecyeTe Ha e TpHakcon | r

Xpaumrs npu Temnepatype e ssiue 25 °C g
YCNOoBHA XpAaHEHHA OPHMIHHANEHOH yIakoBKe (KopobKe) AN 3alHTH OT
cpeTa

XpaHKTh B HENOCTYTTHOM g feTeif MecTe

‘ He npuMensTs 00 HCTEUEHMHH CPOKA FO/HOCTH g !
Npeny MpeAHTeNEHEE Hi
peAyrp G [TpHMEHATE N0 HAZHANEHHID BpauA APAHICTE & REOCTYITHOM Bl
. nerel mecte
Jlns cTaunoHapos )
=TS  He NpHMeHsITh 110 HCTEYEHWH
JepKaTe/s perscTpaiHoHHOIO YA0CTOREpEHH:/
I | CpoKa FoJIHOCTH
HAHMEHOBaHYE AEpKATENs B oLeh TIpHMEHSTE 110 HASHAYCHUIO
PErMCTPAIHOHHOIO YAOCTORE- ITAO «Kpacdapma» . Bpaua
| perus/mponseonsrens, ero }{’occwa, 660042, Kpﬂgﬁﬂﬂpcunﬁskpm, e S
IOPHOKYECKAI A1pCC, TOBAPHEI] i‘{KP’m&*}““PD& yi. 60 ner Qurabps, 3. 2 Hepratens perHcTpalHOHHOTO
3HAK pﬂ[: Epl\na yooctoreperus/TIpoHzRoAUTENE
s ITAQ «Kpachapman
WITPHX-KOZ Pocfna, 660042, Kpacnospekmuii
Kpaii,
GTIN (rnobankHbii HISHTHOHKAHOHHRIH HoMep) r. KpacHospek, ya. 60 et

HaHocs#T MeTonaMH NeqaT A YNaKoBke HIH Ha MaTepHatbHoM HocHTene (3TrkeTke), | Okrabps, 3a. 2
HE HOMYCKADMEM OTASNCHH MATEPHAIRHOMO HOCHTENA OT YNAKOBKH NEKAPCTREHHOIQ Hpacmaphﬂﬂ
npenapata 6e3 NoBpesXIeHMH:

| KOHTPOIEHLIA HaeHTHGHKannoHHpH 3Hak (KH3), o <
MHIHBUIYANLHE cepuiinulil HoMep Toprosof etnnuus (SN); G;Pm ( 'EG R
HOMED CepHH (no_:nemme HeTHpe UHQPE! B HOMEpPE - MecsLl M O/ MPOH3BOACTERA Ope- KﬂuHOHE::ﬁ ar-.inol:\:{:;:) Ag
napara);

o HaueceHr METOAOM NEYATH HA

nara yeregerns cpoka rogaocTH (Uopen go MMLITTT) MATSpHATSHOM HOGHTENS (37

INukcrorpammel Gapmauesmuaeckoi kommanuu [TAO «Kpachapmay 0503HauaioT BHIK KeTKE), HE JOMYCKAIOMEM OTIE-
YTIAKOBOK NEKAPCTEEHHREX (OPM, RBUISTCHA HETIONK3YEMAR NEPBHYHAR YIAKOBKA A | jany MATEPHATEHOTO HOCHTEIS
TIpernapata «prakomy. OT YIAKOBKH JIEKAPCTECHHONO
nperiapata 683 noepexaeHuii:
KOHTPONBHEIE HASHTHOHKAIK-
onusti 3HaK (KH3);
HMHAMBMAYANEHLIH CepHAHLIH
HOMED TOProsolt elHHHIEL

(SN);

quJT]JHHHmH NOPOINOK ILUTH TIPUTOTORMENHS PACTEODA
J7g BHYTPHMBEHHOTO H BHYTPHMEINETHOrO BREJEARS 1T
Cepua 2031230925 Crp.3mad




3 I 4 ]
HOMep cepuu (acnenume
HETEIDE UMPPhI B HomMepe —
MECALL H rog NpoHzBoaCcTES
Openapata); .-
HaTa nereyenns cpoka rofocTy
(Tomert no MMLITTT)
IMurrorpamme dapMauesTHye-
CkOH komnauuy [TAQ
«Kpacapmay oGoznauaiar
BRIBL YNAKOBOK NEKApCTREH-
HBIX (OpM, Brigenena
HCrONE3yeMas nepsuyHas
YHAKOBKA [UTA npenapaTta
«dhaKony,
Coorsererayer ]
Ilpu TeMnepatype He Builig 25 °C OPHIHHANLHOH Yiiakonke (vopobie) ana :wmm'u_J
OT CBeTa s

Yenosus xpanems

Cpok rogmocta == 09,2028 J
Tdle XpaHers) 3 rona v 8 ﬁH!—p% Fonen go i

Haure prec: 2.B. Manommuxopa Mdh_ _ }%\

3aKmovcHue: Cootsercrryer HI

Hawanenux OKK \ ILB. Illearor

« 01 » oKTHGps 2025,

IedTpuakcon nopomox mns IPUIOTORNEHHT PACTEODA
AL BHYTPHBECHHOTO H BHY TPHMEIIETHOTD BBEOEHMs 11
Cepun 2031230925




HAO cipacgapmay -01-COTI-AI-60300.74

PA3PEIIIEHHME HA BBITIYCK
TEKAPCTEEHHOTO CpejicTRa B obpamenne Ne 7O5" :e'z,

Hacrosmum noarsepicaercs, uro nexapersenHoe cpeacteo: Hedrpuakcon
NOPOMOK A7 NPHTOTORNEHHA PACTEOPA UL BHYTPHEEHHOTO W BHYTPUMEBIIESHOTD BREIEHUS
Howmep perucrpanuonnoro YIOCTOBEPEHMY Jm?NE(UOS‘]-QG)*(PF—R[D or 17.05.2024 r.

Hepwarent (ananenern) PerucTpaiyontioro yaocroseperus: ITAO «Kpachapman, Poceus,
Kpacrospckuit xpai, r. Kpacsosper, yn.60 ner Oxratps, 3a. 2

Cepra Ne 2031230925 Joamposxa 11

®opua rpmycka: 1 I B0 (IAKOHET BMECTHMOCTER 10 M.

Hns cranuonapos: 50 duakonos u PABHOC KONHYECTHO NHCTKOB-BENAJEINEH B KOopobKe
Ka4pPTOHHOH. ‘

Hata npoussomcTay: 16.09.2025

lonen no: 09.2028
Kommecrso dnakonos / xopoSox: 82 400/ 1 648 .

lpousmeneno _ ITAO «Kpacdapman, Poccus

B COOTBETCIREH ¢ TpehoBanusIMy MHIEHIHH Ha pousrocteo Ne JI012-00102-77/00010584

tpebopanmavu HIT JITT-Ne(005496)-(PT-RU)-170524
M IeHCTRYIOMIHMY NMPABHIAMHE HagIeKATIEH NPOH3BOACTBEHHON TIPAKTHIH.
poussomurens/dacopumx (nepsrynan ynakoska)/¥naxosmex (sroprusas (noTpeburenscxas)

ynaxoeka): ITAO «Kpactapman, Poccus, Kpacsospexmit kpa#l, r.KpacHosipex, yn.60 ner
Oxrabps, 3. 2/33

Bemycrarommi korntpons kavecrsa: [TAO «Kpacgapma», Poccus, Kpacrospexuii kpai,
r. Kpacrospex, v, 60 ger Oxrabps, 30. 2/13

Brmyck nexapeTeHEOTO CpeacTsa B obpattene ,ﬁ?;?__.é;,.»:?.f LA ET AT
(yx@sarE (paspermaion wH «sampemaon)

)
Ynonsomosennoe muno &7 72 2L25 A Wﬁ ~~  Babypuma T.IL

(nara) (monnercs) (©.J1.0)

Ipuxas Munanpasa Poccuu o6 atrectaiuy YIonHOMOYEHHOTO muma Na 280 ot 31.05.2024 ¢
(moMep, narta)




