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40 mr
29 529

Anaius seitosiies mo BJ JI-0006414-200820

| ¢paxon ¢ HHCTPYKUKEIT O TPHMCHCHIND B [AMKS KApPTOHHOI.

10 dpirasonos ¢ nucTpyxumeii N0 TPUMEHCHRED B KOpolke kapToHHOil.
Inst cTaluoHapOs:

=50 naxoHos ¢ PABHEIM KOMMMECTBOM HHCTPYKUHIE MO DPUMEHEHHIO B
KOPOGKE KAPTOHMOI;

-0T 1 10 50 (naxoiios © pPABHLIM KONHMECTBOM HECTPYKUUA Mo

[Top | Hamvcnonalise Tpebopasus HOPMATHBNOM Pesynbrarot
HOM | nokazateneil | BOKYMCHTAlkK Ao
! 2 3 g4
| Omsteansie [Mopotwok Wi nopuctan mMacea ot 6e0r0 A0 GEfloT0 ¢ KENTOBATHIM fopucmas sacea
- OTTEHKOM LIBLTA feanoza yeema
2. Bpema . Bpema pactaopening _con!z PAHMOFO naxona HSMR DOAB! q0.uKHD Sbrrb Coomacmcmayem
pacTBOpeHi He Gonee 1 mumn. s ; S
Bpemsz YACpXHBAHHA 0CHOBHOID TMKA HA XPOMATOIPAMME HCRLITYCMOIO
3. | Nownuskocts PacTBOpa AQMKHO COOTBETCTBOBATS BPEMCKH YACPAHBAHNA MHKa Coomeaincmeayem
OMEMpa3osia Ha XPOMATOrpasmse CTaHAapTHOID pacTBopa
4 Ilpo3patHocTs Pactrop npemapara (coaepxisoe dnaxona » 10 mn eoner) nonxeH Horrs Hpozpauct
' | pacteOpa NIPD3PAYHEM HAY DLUIEPHRUBATE CPABHEHHE € STAROHONM [ po3p
5 Lipetuocts OnTHdeckad MACTHOCTL pacTeopa npenapara (cosepxumoe QNakoHa s 0.006
| pacrsopa 10 mnt BORRI), I3MepenHan npit WintHe BoAHb1 (440 £ 2) unM, e Gonee 0,30 *
6. | pH pactsopa Ot 10,0 mo 11,0 (comepxumoe dnaxoua b 10 mn soas) 10,5
Budwatpie wacmunyger: nomxett spiaepKnBars Tpefosanus [ PO,
7. Mexanuueckue O®C.1.4.2.0005.18, meTon i.2 Coomeemcmeyem
R Hesudunste wacmuypi: XONHYCCTBO TACTHU pa3Mepos 10 Mxa o Gonee
He JoJiKEO npesstwaTs 6000 v onuom dnakone; konmTecTnO HacTHY, G
oameemcmaycm
pasmepom 25 MrM ¥ Gomce He OMKHO NpeasinaTh 600 B onHoM (iakoHe
MMpumecs D He Gonee 0,3 % Cricpnicmayent
[pusecy E He Gosee 0,3 % Omcynicmayen
[IpuMecs ¢ OTHOCUTENBHBIM BpEMEHEM ¥ ICPIKHBANKA Orey: .
g PoucTacHHLIC oxono 0,22 — we Gonce 0,5 % rucyincmeyent
. pAMECH MpaMecs © OTHOCHTEABHBIM BREMEHCN YACPAKHBAH A 0.
okono 1,6 - He Gonee 0,5 % mcymenyent
Enmimias HeWICHTHOHLMPORAHHAA NPHMECE e donee 0,2 % Omcpincineyem
Cyama npumecedt ue Gonee 2,0 % Orcymemesyem
9. | Boma He Gonee 6,0 % 2,0
10. E:;:_g ::::::fw He Gonee 5,83 E3 na 1 Mr omeupasona Coomaerricmeyem
11. | CTepunasHocTs Josmxes GbITH CTSPHNLHEIM Cmtepunen
12 Koniuecteenuoe He mexnee 90 % u we Gonee |10 % oT HOMUHANLHOTO KORHMECTER 93
" | onpepencuue omenpasona (CrH1sN:048) 8o drarowe
Mpu n=10 nepselit nokasaTeb NpuemneMoctt AY < L1, L1=15 pas AV=75
13 A Omiopommcn oMenpaigna. _ Caon;seﬂ;cmgygnl
© | mosuposasux TIpi n=30 nepeetit nokasarens npremeMocT AV < L1 u sce x; yaoanc-
TBOPAIOT HCPABEHCTBY [M—:q ] £ 0,01-L2-M, L2=25 ang omenpazona.
40 sr sieficTEy10MCrO BEmiecTEA (B nEpectéte na oMenpason) 80 drake- | 40 Mr AcReTEYIOWELD
| Hb! aMecTiMocTbo 10 M 3 feciBeTHOrO NPO3PAYHOTO CTEKNR, repMe- BeilecTRa (B nepecdte Ha,
THYHO YKyTIOpeHHbIe NPOGKaMs: PeIRHOBRIME MCHMLIMHCKHME ITS dNIako- | omenpazon) po guaxot:
HOB AnA Mubexuuil Ha ocxose OYTHAKAYHYKA ¥ €r0 NPONIBOANRIX, 003%2- | aMecTiMocthio 10 v m3
THIE KOAUAYKEME ATOMHHHEBEMA BAH KOMOHHIPOBAKHEIMU. GeclBeTHOrO MPO3PauNoro
Ha raxoi UAKNCHBAIOT JTHKETKY HITH HAHOCAT TEKCT ITHKETKY METOAOM | CTeKia, TEPMETIYHO YRy~
14. | Vrnagouka rnyGokoli neqaTH Kpackoi.

nopcumsie npofikamy pe-
SHHOBELMH MENHUIHCKHMH
ns GnaKoHoB MRA HHBEK-
UH#, oGxaThie KOMHAsKa~
MH KOMBHEHMPOBAHHEIMH.
Ha dinakon Hameena sti- -
KeTKA.

Omenpa3os, nuodunusar wisn nPUroTOBNCHHA PACTROpA WISt Uy 3Hii, 40 Mr
Cepus 130140223

Cip. 1 w33
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NPUMEIEHHIO B kapolike KapToimio.
Ha kopobkit HAMOCAT TCKCT WK HAKACHBAIOT FTHECTKY.

I hiako 1 ¢ prcTrpyruneit
110 PHMSIEHIIO B Ia9Ke
KapToHUOH.
Coytnercrnyer

Mapxuapobka

Ha oraxeTre, maxienpacmoit Ha graxon, ans ymakosex ! durakow &
mauke, 10 Gaakonos B kopofKe, ILNA CTANHOHAPOR YKAIRVAIOT: TOProBoOC
UAHMMEEHORAMME TIPENApaTa (COBNAARET C MEKAYHAPOLUBIM HCMATCHTO-
BAHHBEM HRHMEHODANUEM), JICKRDCTREHHYIO GopMy, AO3HPOBKY, Mpea-
[PHATHE-ODOHIROAMTEAE, €10 ANPEC H TARADHBIR 3HAK, KCTCPHILHON,
«BuyTpHBenyo XaneasHon, YCNOBHA XPAHEHNR, PErHCTPALHOHFELH [10-
MEp, HOMEP CCphH, (TOCHEAHHE YeThIpe LHppHT 8 HoMepe obusnadaroT
MECHLL i rOf IPOH3IROACTAA Npenapata), ¢pok rogroctit (MM.ITTT).
Ha stiketxe dtakona metonon rnybokofi newars aa ynakorok | duia-
KOH navwe, 10 dnakonos B KopoOke, UL CTALHMOHEPOE YKAZLIBAIOT: + -,
TOProBoe HAHMCHOBAHFC NPCNapata, NCKAPCTBEHAYIO hopry, A03HPOD-
KY, HPSANPKATHE-IPOHIBOANTCITb, CTPRHY NMPCANPHATHA-IPOHIBOIH-

Tend, «CTepHiIbHO», «BHYTPHBCUHO KaIIGNBHOY, PErHCTPALMOHHDIEL HO-

MED, HOMEP CEPHHM, CPOK T'OIHOCTH,

Ha sritkete Qirakona B YNaKoBKy ANK CTAUMOHAPOB oT | Ao 50 dnaxo-
HOR AONOIHHTCALHO YKAILIBAMOT yHHEANbILIR HomMep EAN-13 nna on-
HOUo GriakoHa.

Ha nayxe ans | draxons, kopoGre pax 10 dnaxonos yrassisaioT: Top-
TOBOE ¥ MEKAYHAPONNOE HEMATCHTOBANHOC HAMMCHOBAHHE Npenapara,
TekapeTRCHHYHO $opMY, KO3UPOBKY, ROMHYCCTED (RakOHOB, TPSANpPHA-
THES-TIPOMIBOMHTEND, Cro agpec, Tenedon/dake 1 ToBapHLIf 3HAK, «Cre-
PHILHON, «BHYTp#BE O KallensHon, cocrae ua | QrakoH, perucrpaug-
OHHBIH (OMEP, ITPHX-KO/, YCAOBHA XPAHCHHA, ¢ XPAHWUTE B HEAOCTY -
HoM JUit gered Mecrer, «He npuMedsts no HCTCYEHAM cpoka roato-
crin, «[IPHMEEATE MO HasHAYCHIIO BpaYan, «OTMYCKRIOT 10 paLenTy».

Ha 3THKeTKe YIAKOBKH MUK CTALHOBAPOR YKA1bIBAKOT: TOProBee H MEH-
AYMApOOHOS HENATENTOBAHHOE HAHMCHOBAHHE MPEOAPATA, NEKAPCTBCH-
HY0 GopMy, A0TUPOBKY, KOMHYECTBO (QNAKOHOB, MPEARPHATHE-
MPOIIBOKHTENS, EFQ aARpeC, Tenedow/dare i ToBapHelA Iuax, «Crepum-
HO»®. «BHYTPHBEHRO KANEREHON, cocTan Ha | GnakoH, perucTpauHon-
HBIH HOMeED, MITPHX-KOI, YCAOBHA XPaHeHs, «XpaHHTs B HCOOCTYIHOM
ang peteit Meeten, «He OpHMERATS 0 MCTCUCHIH CPOKA FORHOCTHNY,
«TTpuMeHsTs 00 HAZHRYEKIEO Bpayay, «Jing crammonapony.

Ha aTreTKEe YITAKOBKH UK cTaliHoHapos oT | 1o 50 duaxonoa nonosn-
HHTENHHO HOMED CCPHE, CPOK TORHOCTH, YTON MITPHX-KOOM — ¢t OO~
Horo (nakoHan.

Korrponsusit smenTudrraunonnpti 3nax (KH3) n nepemennyio uy-
popmawpro cpencts uaerreudMEaLmi (0GanLHBIR W HTHHKALHOH-
uetit moMep GTIN, (01), mHAsDITY T HELE CepritHLIT HoMEP TOProRoi

enruriet SGTIN (21), Homep cepun, (10), cpok roasoctr (17) HakoeaT |

MCTOJIGM MEUATH Ha BTOPHYHYIO YIIRKOBKY 1TH Ha CTHKEp, HARIEHDae-
MFRHT Ha BTODHUHYIO YIIKOBRY: [1aixy ang | gaarows, xopobry pnx 10
{naxonos, W cTatHoHApon S0 drakoHos.

Ha sTopauioit ynakosxe MOryT GuTe HaHeceHs! apM-KoMpL,

Ha sTuxeTre, HakuecHHOH
Ha GAAKOY, AR ynakonkss |
HAEKOH B [AMKC YRA3AHO:
TOProsOE HAWMCHORAHHE

TIPEAAPATA (COBAARAST G

MERAYUAPOIIHIM HENATEH-
TOBAHHBLM HaHMCHOBAHE-
eM), Nekaperaelinat dopuma,
NO3RPOBKA, MPEANpUATHE-
GPOHABOIOHTENE, €T0 a,llpec o
TOBAPHBIH 3Hak, «CrepHns-
uow, «BHYTpHBCHHO Kane/s-
HOW, YCIOBHA XPAHCHHA,
perucTpatiHoiustii HoMep,
HOMep CepHH, (MOCHEAHIE
qeTepe HdpH B HOMepe
0602HasaAI0T MECALL H rox
NpPOH3BOMCTEA Bpemapata),
cpok roxtoct (MM.ITET).
Ha mauxe pas [ §naxoua
YKA3AHO: TOProBoe i Mex-
HYHAPOAHOC HENATEHTOBAH-
HOC HaHMEHOBAHHE NpCHa-
pata, NekapcTBcHHAR (hop-
Ma, K03HPOBKA, KORWIECTBO
(IIAKOHOB, OPERRPHATHE-
APOK3BOAHTENE, CC0 aApec,
Tenehon/dake U ToBapHbLt
auax, «CrepiteHon, «Biryt-
PHBEHHO KalleNsHON, COCTAR
Ha | nakod, perucTpauu-
OHHBLH HOMED, HITPHUX-KOA,
YCHOBHA XPaueHHs, «Xpa-
HHTb B HCHOCTYIIHOM IR
nerveit MecTen, «He npune-
HATE 10 MCTEYEHHIL CPOKa
rongocTiy, «llpiMensts o
HaiHa'eHuo rpayay, «OT-
MYCKAOT TiD PLUSHTY Y,
KontpontHeti KAERTI(-
xaguouiui 3nak (KH3) 1
TiepeMenHan HHGOpMATH
CPENCTS HACHTHOMKALIY
(rnoBansustit HACHTHDWRA-
UnoHHbLR vomep GTIN (01),
HATHBHIYANLHEL écpuﬁ-
HBH HOMEp Tepronoii exu-
Hupl SGTIN (21), nomep
cepu, (10}, cpor roaHocTH
(17) Hanccenel MeTOOOM

Onmenpason, anotbmiusar Uix IPUIOTOBNEHHS PACTBOPA AN nuysu, 40 mr

Cepus 130140223

Crp.2u3 3
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NEUATH HA BTOPHUNYIO yué:w
KOBKY: nauky s | duako-
Ha.

Ha nasxe ana 1 ozmoro dua-
KOHa Hamecens! (apm-

KOHtbI.
CooTeereTyer

16. | Xpaneuue B jauuuiestoM OT CBETA MECTE NIpH TeMnepatype He aelwie 25° C

17. | Cpok roanoctH 2 rona [ MO 02.2025

Hanunie BHec I'pauesa O.H. Ej: _.

Omenpazon, nanoduau3ar JUis IPUTOTORICHHS PacTBOpa /Ui HEY3uii, 40 mr

Cepus 130140223

Ctp.3ual




HAQ «Kpacdapyan D-01-COH-AJI-60300.74

PABPEIUEHME HA BBHTYCK
JICKapCTBEHHOTO cpejicTBa B obpatictme No 727

Hacrosumsm noareepxaeres, 4o JeKapeTREHHOE CPCACTRO! OMCII])EI"}OJ]
JHO(UINIAT JUIK IPHTOTOBACHIS PACTROPA JUTA HHD YN

Homep perncrpatmonnoro yioctosepetus JITT-006414 or 20.08.2020 .
Hepxarens (Brageneu) peructpauoHHoro yiocrosepeuns: [1AO «Kpacdapmar. Poccus,
Kpacrospeknii kpait, r. Kpacnospek, yn.60 set Okrsbps, 3. 2

Cepus Ne 130140223 Hozuponka 40 mr

@opma Boinycka: 40 Mr 8o uakousl BMeCTHMOCTLIO [0 MA.
| dtakon ¢ HHCTPYKUHKEIH MO NPHMEHCHHIO B NAYKE KAPTOHHO.

Jara npoussogcrsa: 17.02.2023
["oaen mo: 02.2025
Komnueetno ynakosok: 29 529 um.

[Mpousseseno [TAQ  «Kpacdapma», Poccus

B COOTBETCTBHH ¢ TPeOOBAHNAMH JIHUEH3HH HA HIponisoacTeo _Ne 00260-JIC ot 24.02.2021 1.

Tpeborannamu HJ JIT-006414-200820
M ICHCTBYIONIHMH NIPaBMIAMH  HALICKAIEH TPOW3IBOACTBCHHON 1IPAKTHKH.

Hpoussonurens/®acopuik (Mepriynas yinaxosika)/YnakosuHk (sTopuunas (MoTpedutenbekas)
ynakoska): TTAO «Kpacdapman, Poceus, KpacHospekuit kpaii, r. Kpacnospex, yi.60 ser
Oxrsbps, 31. 2/53

Boinyckatouwmii konrpons kaueetrsa: ITAO «Kpacdapmar, Pocens, Kpactospekuii kpaii,
r. Kpacuwospek, yn. 60 set Oxtabps, 31, 2/13

Briflyck JICKAPCTBCHHONO cpejicTsa B obpatienue A& 3 O Led Ciric?
s
YKa3aTh «paspeliaion MK «3anpeiuai»)

Ynonuomoucunoe o C6. ©3 2023 2 e Babypuna T.IL
(nara) (noanucsf (.1.0)

[Tpuxaz Munzjipasa Poccuu o0 arrectain Y nonuosmoucunoro suia Ne 359 o1 15.04.2021

(nomep. nara)




PEAEPAABHAR CAVXCEA 110 HAA30PY
B COEPE 3APABOOXPAHEHNS

«CBeieHnA 0 BBOAE B rpaXAaHCKMM odopoT B Poccuitckon degepaumu
JIEKapCTBEHHbIX CPEACTB MO COCTOAHMIO Ha 22.03.2023 17:04»

Iara Buecenns B

Ipoussogurens

Opranusanus,

Homep Homep, nata
& Ceegenns o cranusx Hopmarusuas BBINYCTHBINAS B
AHC Toprosoe naumenopanue (BBIMyCKAIOMAT Crpana CepHH, paspemenus
P NPOH3BOACTBA IOKYMEHTALHS TPaKaaHCKHIH
0C3J[paBHAN30pa KOHTPOJIb) NapTHH Ha HJIIT
obopoTt
Owmenpason; miopummsar IMy6munoe My6munoe akimoneproe
A7st IPUTOTOBIEHHUS AKUHOHEPHOE obmecTtro "Kpacpapma”
07.03.2023 pacteopa juist uHys3uii 40 | obmectro Poccus (ITAO "Kpacdpapma"), JIM-006414-200820 OAO "Kpacapma" | 130140223

mr 1 m. (40 mr), pnakons!
(1), nauku KapToHHBIE! ~

"Kpacdapma" (IIAO
"Kpacdapma")

Poccus (Ipoussoputens
(rotoeoin JID))




