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Axanu3s einoses o HJL JIIT-006414-200820

[Top | Haumenosanue TpeboBaHHA HOPMATHBHOM Pesynstars
HOM | moka3zarened JIOKYMEHTAIMH AHATH3IOB
1 2 3 4
[Topourox wiu nopuctas macca ot 6esoro A0 Henoro ¢ XenTosaTLiM Mopucman macca
s Onucanxe OTTEHKOM L{BETA benoze yeema
2. Bpems Bpems pacTBOpeHMA CONEPKHUMOro (1akoHa B 5 MJI BOJB! IOMDKHO ObITh Coviiemcniyan
PacTBOPEHHA He Gonee | MHH.
Bpems yaep)KHBRHUA OCHOBHOTO MHKA HA XPOMATOrPAMME HCIIBITYEMOTO
3. | MopnuuHocTs PACTBOPA NOJDKHO COOTBETCTBOBATL BPEMEHH YASDPHKHBAHHA (IHKA Coo meemcmeyem
OMEMNpa3oia Ha XpoMaTorpamMme CTaHAAPTHOrO pacTBOpa
4 [Tpo3spautocTs Pacteop npenapara (cogepxumoe nakoua B 10 Ml Bofbl) [0/KEH ObITH Ipospasen
" | pactsopa TPO3paYHbIM H/IH BBUICPXHBATH CPABHEHHE C ITANOHOM [ P
5 [{seTHOCTS Onrdeckas MIOTHOCTE pacTBopa npenapara (cofepkumoe hrakona B 0.004
" | pacTBOpa 10 Mt BOAIBI), H3IMEPEHHAR NpH UTHHE BOTHBI (440 + 2) uM, ue Gonee 0,30 >
6. | pH pacrsopa Ot 10,0 10 11,0  (conepkumoe PnakoHa s 10 vt sojst) 10,6
Budumste wacmuysi: nomxen sbuaepxusats Tpebosanus [O PO,
7. O®C.1.4.2.0005.18, meton 1.2 Coormesemcmayem
MexaHH4ecKHe
Heguodumsie wacmuysi: KOMHYECTBO YACTHI pasmepom 10 Mim u Gonee
TSNS He A0/DKHO mpessiate 6000 B oqHOM (NAKOHE; KOMHYECTBO YACTHIl C
o0rmeemcmeyem
pasmepom 25 mkM u Gostee He NOJKHO npessiuats 600 B ogHOM prakoHe
[Mpumecs D He Gonee 0,3 % Omacymcmeyem
INpumecs E He Gonee 0,3 % Omcymcmeyem
[Tpumech ¢ OTHOCHTENLHBIM BPEMEHEM YICPKHBAHHA
8 PoacTeenubie onﬁma 0,22 — ue Gonee 0,5 % ° P Omicymemeyem
. HMECH [pumecs ¢ OTHOCHTENBHBIM BPEMEHEM YACPKHBAHUS
® 0:)0110 1,6 — He Gonee 0,5 % i i Omcymemeyem
EqunuiHas HeuaeHTH)HUMPOBAHHAA PHMECH e Gonee 0,2 % Omcymcmayem
Cymma npumecei ue Gonee 2,0 % Omcymcmeyem
9. | Bonma He Gonee 6,0 % 2,1
bakrepuansHbie
10. ARTUS) He 6onee 5,83 ED wa | Mr omenpasona Coomaemcmeyem
11. | CrepuibHocTh JlomxeH GuITh CTEPHITLHBIM Cmepunen
12 Konudectsenuoe He menee 90 % u ue Gosnee 110 % oT HOMHHANLHOrO KOAHYECTBA 101
| onpenenerue omenpazona (C;H;sN;0,8) Bo pnakoe
[Tpu n=10 nepssiit noxasarens npuemaemoctn AV < L1, L1=15 pu AV=3,1
13 OnHopoAHOCTE oMmenpasona. Coomeemcmeyem
| mo3HpoBaHHA [Tpn n=30 nepastit mokasaress npuemaeMoctn AV < L1 u Bee x; yaosse-
TBOPSIOT HEPABEHCTBY | M-x; I <£0,01-L2-M, L2=25 s omenpasona.
40 mr feficTBytomero Beuiectsa (B nepecuére Ha oMenpason) 8o pnako- | 40 mr AeficTayionero
HEbl BMECTHMOCTHE0 |0 MIT #3 GECUBETHOTO NPO3IPAYHOrD CTEKIIA, FepMe- BellecTsa (B nepecuére Ha
THYHO YKYIIOpeHEble POGKaMH PE3MHOBBIMH MEIULIMHCKUMHE /U1A diako- OMEpalon) Bo (GrakOHH
HOB [UIA HHBEKUMHA Ha OCHOBE GYTHIIKAYWyKa U ero MpOH3BOIHBIX, 06Ka- BMECTHMOCThIO 10 M K3
THIC KONMNATKaMH AMOMHHHEBEIMH HIH KOMOHHHPOBaHHBIMH. GecuBseTHOrO NPoO3pavHOTo
Ha (nakoH HaKNCHBAIOT JTHKETKY HJIH HAHOCAT TEKCT ITHKETKH METONOM | crekna, TEPMETHYHO YKY-
14. | ynakoska riryGoko#i nedaTH Kpackoii. MOpeHHbIC NPOOKaMH pe-

| dnakon c uHCTPyKUHEH MO NPHMEHEHHIO B MAYKe KAPTOHHOH.

10 pnakoHos ¢ MHCTPYKUMEH MO NPUMEHEHHIO B KOPOOKE KAPTOHHO.
s crauuonapos:

-50 GnaKOHOB C PABHBIM KOJIMYECTBOM HHCTPYKLMH 10 IPUMEHEHHIO B
KOpOOKE KapTOHHOIH;

-0T | 10 50 ¢nakoHOB ¢ paBHBIM KONHYECTBOM HHCTPYKUMI (10

3HHOBBIMH MEIHIUHHCKHMH
WA GNAKOHOB U HHBEK~
i, 06xathie KoanAYKa-
MU KOMOHHHPOBAHHBIMH.
Ha dnaxon wakseena atu-
KeTKa.

OMeraSOH, oG HITH3AT JUIA [IPUTOTOBNCHHA pacTBopa /g undysui, 40 mr
Cepus 13090522

Crp. l u3 3




1 2 3 4
NPUMEHEHHIO B KopoOke KapTOHHOI. 1 dpnakowm ¢ unctpykumnesr |
Ha xopoOKH HAHOCAT TEKCT HJIH HAKICHBAIOT ITHKETKY. 10 MPHME HEHHIO B NaYKe

KapTOHHO B,
CootBeTCTBYET
Ha sTuxeTtke, HaKneHBaeMof Ha (pakoH, Ans ynakoeok | ¢uiakou s Ha sTuxeTke, HakneeHHOR
nadke, 10 duiakoros 8 Kopobke, TS CTALHOHAPOB YKa3bIBAKT: TOProBOC | Ha GNAKOEL, s YAAKOBKH |
HAHMEHOBAHHE Npenapara (COBMAKAET C MENULYHAPOAHBIM HEMATEHTO- drakon B nauxe yxasaso:
BaHHBLIM HAHMEHOBAHHEM ), JIeKapCcTBeHHY10 dmpm)', NOIHPOBKY, [Ipe- TOProBOo€ HAHMEHOBaHHE
APUATHE-POH3IBOAHTEND, €ro aApec H TOBAPHLIA 3HaK, «CTEPHILHOY, npenapara (CoBMajgaeT c
«BHYTPHBEHHO KameNbHO», YCAOBHA XPAHEHHA, PErHCTPALMOHHBIH HO- MEXIYHAPDOIHBIM HeNaTeH-
Mep, HoMep cepuH, (MocAeaHKE YeThipe LUHGPEI B HOMepe 0603HAUAIOT TOBAHHBIMI HAHMEHOBAHH-
MECALL ¥ OJ1 MPOM3BOJICTBA Mpenapara), Cpok rogHocTd (MMLITIT). em), nekapcTenHas popma,
Ha stuketke draxona metosom riy6oko# newaty s ynakosok | ¢sia- | no3uposka, npeanpuste-
koH mavuke, 10 dnakowos B kopodKe, WIA CTALHOHAPOB YKA3HBAIOT: MPOH3IBOAKTEH, Er0 a/pec H
TOProBoe HAMMEHOBAHHE PENapaTa, NeKapCTBEHHYIO GopMmy, 103MpoB- | ToBapHKIH 3Hak, «CTepHL-
KY, (IPEANPHATHE-POH3BOMHTEb, CTPAHY NPEANPHATHA-POH3IBOAH- HOw, «BHY TpHBEHHO Kamens-
Tend, «CTepuasHo», «BHYTPHBEHHO KANENBHOY, PErUCTPAUHOHHBIA HO~ | HO®, YCAOBHR XpaHeHHH,
MEp, HOMEp CepHH, CPOK FOAHOCTH. PErMCTPaLXHOHHBLA HOMEp,
Ha stukeTke (rakoHa B ynakoBKY A CTankoHapos oT | 1o 50 duako- | Homep cepuu, (nocnemume
HOB IONO/HHTENBHO YKa3bIBAIOT YHHKANbHBIH Homep EAN-13 s on- 4eTsipe UHQpsL B HOMEpe
Horo ¢nakoHa. 0003HAYAFOT MECALl H rO
Ha naqxe qin | gprakowna, kopoGke wis 10 Gnakonos ykassiBaioT: Top- | NPOHIBOACTBA Mpenapara),
rOBO€ H MEXIYHAPOAHOE HENATEHTOBAHHOE HAMMEHOBAHHE [IPENapaTa, cpok roanoctd (MMLITTT).
AEKAPCTBEHHYIO (opMY, A03HPOBKY, KOMHYECTBO drakoHos, npeanpus- | Ha mauke ana | dakona
THE-MPOH3BOANTESB, €r0 aapec, Tenedon/dake u Tosapusi 3uak, «CTe- | yka3zaHO: TOProBoe H Mex-
pHABHOY, «BHYTPUBEHHO KaresHOY, COCTaB Ha | (IaKOH, PETHCTPALH- | AYHAPOAHOE HENATEHTOBAH-
OHHBIH HOMEP, WITPHX-KOJ, YCIOBHA XPAHEHHA, «XPaHHTS B HEIOCTYN- | HOE HAMME HOBAHHE Npena-
Hom A feteit mecten, «He NPUMEHATS MO HCTEYEHHHM CPOKA FOAHO- para, feKkapcreeHHas op-
15. | Mapkupossa ctuy, «[IpuMeHATs Mo Ha3zHAYeH MO BpaYa», «OTIyCKAIOT MO PeUenTy». | Ma, J03HPOBKA, KOMHYECTBO

Ha sTuKeTKe yakoBkH A/1A CTAUHOHAPOB YKA3LIBAIOT: TOProBOE H MEX-
IYHAPOIHOE HEMATEHTOBAHHOE HAHMEHOBAHHE NPENapara, 1eKapCTBeH-
Hy10 GopMy, H03HPOBKY, KONHIECTBO (IAKOHOB, MPEANPHATHE-
MPOH3BOAMTEIb, ero aupec, Tefedor/pakc # ToBapHsiii 3uaK, «CTepuis-
HOY. «BHYTPHBEHHO KamneJbHON, cocTas Ha | durakow, perucTpaunoH-
HBIA HOMED, WITPHX-KOJL, YCIOBHA XPaHEHHA, K XPAHHTL B HEOCTYITHOM
Aana aereit mecten, «He NpUMEHATH M0 HCTEYEHHH CPOKA FOJAHOCTHY,
«[TpHMeHATH MO HA3HAYEHHIO Bpa4ay, «/LNA cTaumoHapos».

Ha 3THKeTKe ynakoBKH /UL CTRIHOHAPOB OT | o 50 ¢aakoHoB fonon-
HHTEJILHO HOMEp CEPHH, CPOK FOJIHOCTH, MOJL UITPUX-KOAOM — (A Of-
HOrO yraKoHa».

Koutponsusiit uaenrudaratmonnsié 3nax (KH3) u nepemennyio vu-
(opmawno cpencts waeHTHMKauuK (rnobanb bl HieHTHOHKAUHOH-
tbtit Homep GTIN (01), HHAMBHIYANLHBLH CEPHAHBIA HOMEp TOProBok
enurHubl SGTIN (21), Homep cepuw, (10), cpox roasoctu (17) HawocsT
METO/IOM MEeYaTH Ha BTOPHIHYIO YNAKOBKY HIH Ha CTHKEp, HaK/enBae-
Mblii HA BTOPHYIHYIO YITAKOBKY: nayuky ans 1 dnakona, kopobky ana 10
¢naxounos, A craunonapos 50 dnakouos.

Ha propruuofi ynakoske MOryT ObITh HaHECSHST (apM-KOMbL.

¢naxoHoB, npeanpusTHe-
[POM3BOIMTENb, €10 aJpec,
Tenedorn/akc u TosapbIi
3HaK, «CTepuwrisHon, «BHyT-
PHBEHHO KaIebHO», COCTaB
ua | dnakow, peructpaiu-
OHHBLH HOMED, IITPHX-KOJ,
YCIIOBHA XpaHeHus, «Xpa-
HUTh B HEJOCTYITHOM JUIA
neteit mecten, «He nprume-
HATH [10 HCTEYEHHH CPOKA
roaHocTH®, «[IpumeHATs MO
Ha3HA4eHHIO Bpa4an, «OT-
YCKAIOT 110 PeUEnTy».
Kourponshsiit maeHTHpH-
KauMoHHK# 3Hak (KU3) u
nepeMeHHAA HHpOpMALHA
CpeAcTB HaeHTHHKALHK
(rnobansHetil uaeHTHOHKa-
uHonHbid Homep GTIN (01),
HMHIHBHAYIbHBLH cepuii-
HBIil HOMEp TOproBofi eau-
auubt SGTIN (21), Homep
cepuu, (10), cpok roaHocTH
(17) HaneceHsl METOLOM

Omenpasosi, nanoduIHsaT [T IPUIOTOBJIEHHS PACTBOpA ISt undy3uii, 40 mr

Cepus 13090522




3 4.

MeYaTH HA BTOPUYHYIO yna-
KOBKY: ma=iky ans | pnaxo-
Ha.

Ha mauke ana | ogroro dna-
KOHA HaHeceHs! (apm-
KOBL.

CoorsercTayer

16.

XpamHeHue

B 3augiensoM 0T CBETA MECTE MPH TeMilepaType ue sbiute 25° C

17.

Cpok roaHocTu 2 roga

HO 04.2024

JManusie saec ['pauesa O.H. W‘

Omernpasosn, nuodwM3aT [UIs IPHTOTOBNEHHA PACTBOpA IS uH(y3ui, 40 Mr

Cepus 13090522




[TAO «Kpacapman ©-01-COIM-AJI-60300.74

PA3PEILLUEHMWE HA BBITTYCK .
JIEKapCTBEHHOIO CPe/ICTBA B obpaiieHue No 4GS

HacTtostium noITBepIiIaeTCs, YTo JEKAPCTBCHHOE CPeCTBO: 0M8ﬂpﬂ30.ﬂ
MHOQHTH3AT AN NPHTOTOBNCHUS PAacTBOPA MU HH(Y3Uit

Homep peructpansontoro ynoctosepenus JIIT-006414 ot 20.08.2020 r.
Hepxatens (Bnazeneu) peructpaumonHoro ynocrosepenns: [MAO «Kpacdapmany, Poccus,
Kpacrosapckwit kpait, r. Kpacuospek, yin.60 ner Oktabps, 3. 2

Cepua Ne 13090522 Jlosuoska 40 mr

Mopma Beimycka: 40 Mr BO (uiakoHBI BMECTHMOCTEIO 10 M.
| parakou ¢ MHCTPYKIHEH MO IPUMEHEHHIO B TAYKE KAPTOHHOH.

JHara npoussoactea: 15.05.2022
['onen no: 04.2024
Konusuecrso ynaxosok: 29 447 wr.

[pousseneno [1AO «Kpachapmar, Poccus

B COOTBETCTBHH C TPeOOBaHHAMH JIHIEH3UH Ha npou3soacteo Ne 00260-JIC ot 24.02.2021 .

tpebopanuamu HJI JI[1-006414-200820
H ICHCTBYIOUMMH NPaBHIAMH HAIUIEKALUCH TPOU3BOACTREHHON PAKTHKH.

[Ipoussourens/Pacosumk (nepruynas ynakonka)/Vnakosumk (BTopuunas (10TpebuTenbeKas)
ynakoska): [TAO «Kpacdapman, Poccus, Kpacuospckwuii kpait, r. Kpacwospck, yin.60 mer
Oxktabps, 30. 2/53

Brinyckatoumii kontposs kadectsa: [IAO «Kpacdapma», Pocens, Kpachospekwuit kpait,
r. Kpacrosapck, yi. 60 net Oxrabps, 31. 2/13

Beinyck JieKapcTBEeHHOro CpeacTsa B obpamienue /2CLLAL e 40
(yxaddti «paspemaio» uiu «3aIperan»)

T —— 7 CF. Aot %;’;‘7’ [Toukpamuna Q.K.
(nara) (noanuce)” (®.H.0)

I[Tpuxas Munsapasa Poccuu 06 aTrecraun Y noiaHomouyenuoro auia Ne 795 ot 23.07.2021 r

(Homep, naTa)




PEAED,

Lt

AALHAS LAY

WEA 10 HAAZOPY

B OPEPE ZAPABOON PAHEHUNA

«CBefieHnA 0 BBOAE B rpaXxaaHcknm obopoT B Poccunckon degepaumm 1eKapcTBeHHbIX
CpeacTB NO COCTOAHUIO Ha 17.06.2022 11:34»

¢pnakonsi (1), nauku
KapTOHHbIE

"Kpacdapma" (ITAO
"Kpacdapma")

(IMpoussoguTens (roToBoi
Jd))

Opranmsanms,
Jata BHeceHHn B IMpoussoaHTE L Homep Homep, nara
Caenenus 0 cragusax Hopmarusras BBINYCTHBIIASA B
AHC Toprosoe HaHMeHOBaHHe (BBINYCKAK AN Crpana S R P A CEepPHH, paspelleHHst Ha
Pocanpasnamsopa KOHTPOJIb) BYIOSORFI® e Sl TRax napTHH W
obopoTt
Owmenpason; mmodunusar ans Tiytmaios Zwm:x::oww mzsxomnn:wn
TMIPHrOTOBJICHHS pacTBOpa JUIst aKIMOHEpHOE OBIECTEO obmecTBo "Kpacdapma
02.06.2022 undysnuit 40 mr 1 wr. (40 mr), - P Poceus (TTAO "Kpacdapma"), Poccus | JIT-006414-200820 OAO "Kpacdapma” 13090522 -




