NAQ  «pachapma »
Poccua

HACIIOPT Ne i3

©-04-CTI1 3.6.023

AMHAKAUOHKH

NOROMICK JULS IPHTOTORIICHHSA pacTopa

KauHHa BO GIakoHS

A BIYTPHBEHHOIO W BUyTPUMbBILICuHOEO BBciekna 0,25 1
Homep cepuin 10151122 Konuecrso yuaxosox 8 cepr 40 200
Jiata nponsnoictea 01.11.2022
Auxanus ssnosned no HJ JIEL - 004757 — 280318, wim. Ne 1,2, 3
MNop. | Hamvenosanue Tpebosatys KOpMaTHEHOH PesyasTater
HoM. | rioxazatenei TMOKYMCHTALMH ANARHIOL
1 2 3 4
1. Onncauie [lopotuor Genoro waH Gelorn © KXCATOBATEIM OTTCHKOM HBETA. Leastii nopoluox
Bpems pacteopeHns couepastmoro ¢Gaakona 0,25 1 B 2 M Bogk
2
2. Bpema pacTeopeHnd HOmEIO G4TE e Gonee 3 M, Coomagemcmayernt
BIAX Coomaememayent
3. Mornuntocts
XapakTepHad peakusa Ha cynnrdaTs Coomeememayem
Ot +76° no +34° B nepecyere Ha cyxoe pedectao (2% pacTso
4. Yaensuoe spatiehne P e ( P P +7 9"’
npenapara) .
[Tpozpaunocts 25 % pactBop NpenapaTa JOMKEH BLIJEPHKHEATL CpasHE
5. posp T 2 7o PacTEGp Mpenapatd A acp b CpasHenue ¢ Coomeemcmayein
pacTeopa yrancHom Il
B CTh % Npenapata AOMKCH BEIACPKUBATL CPABHE
5. [IseTrocT 25 % pactsop npenap kil Acp Th CP: e © Menee smanona ¥,
pacTeQpa atanoHoM Y, win BY,
7. pH Ot 201040 (1 % pacTaop npenapara) 3.8
Buduatete wacmiufst: B COOTBETCTBHA ¢ Tpedosanmamy 1'® P
seron 1.2 Coomeemcmayem
8. MexaHirecKie
BRUTOYCHIA Hegadumpte wacmuypl: KONKMECTA0 HacTHL pasMepoM 10 mem 1 Gonee
He nosoKHo npenbiwars 6000 s [ dnakowe; KoMMMECTBO YACTHU paiMe- Coomeemcmayen
poM 25 MM 1 Gonce He AOUKHO npeenintats 600 8 1 dmakowue.
0 PoacrecHubie Ensuirdxas HeHASHTHHHUNPOBARHAA EPUMECH ne Gonee 1,0% a1
; BpHMECH Cymma ugsmeceii ue Gonee 3,0 % 0,1
10. Cynndatst Or 23,0% no 25,8 % B nepecycTe Ha CyXOC BEHIECTBO 24,9
[Toreps & Ma; - -
11. PA B MACCE TpK He Sonec 13,0 % 4,7
BBICYMEHBANUH *
AUETOH He Gonee 0,2 % Onmymc";gycng
Ocrargdusie Drauon He Donee 0,5 % 0,001
12, OpTaH4ecKHe ry
PaCTBOPHTENH Merason we Gonee 0,3 % Omcymcmsyem
. AUETOHHTPHN ue Gonee 0,041 % Omeymemeyent
baktepransHste ’
13 IO TOKCHEHE! He Gonee 0,33 ED sa 1 Mr aMUKausHa ) Coomgemcmeyent
AHOMANBHAS
,14‘ TORCUMHOCTS JlomecH BBITh HETOKCHYHEIM Henorcuuen
15. Crepuannocts JoaxeH ObITL CTEPUNLHBIM Cmepunen
: Tpn n=10 nepsrti noxkasatens apremuemocTis AV <L1, L1=15
(it HOCT) . =b5L . -
16. Eiﬂ")p OBI;H::;“ Tipw n=30 nepbetit nokasaress mpuesneMocTd AV < L1 u nee x; yao- AV=5,S
: po RNCTROpAIOT Hepaencisy | M-x; [ < 0,01-L2-M, 1.2=25. Coomeememeayen
: He mence 674 Mxr/ Mr i ve Gonee 786 Mir/Mr amuxaumaa
. 74
17 KonriecTpenuoe (CxH3:N501;5) B nepectete Ha CyXoc BEMECTRO
* | ompenencHue He menee 90 % it e Gonec 115 % 0T HOMHEUILHOTO KOZKUCCTEE AMH~ 99

AMMKAUHH nopomoK AAA APHIOTOBACHHAS PacTBopa
AnA BHYTPHBSHHOIO H BHYTPHMBULECYHOTO BBCACHHUA

Cepus 10151122
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18.

Yiaxorka

0,25 r, 1.0 r jeficTRYIOWEro BEeCThA BO JUIAKOHG! BMECTHMO-

creso 10 Mt 13 DecureTnioro Hpo3pattore cieria | rHApoTHTH-
YECKOrO KAACCA, TOMETHUNO YRYTIOpE b HPODKamMH PeIHHO-
BRIMH MCIHIIMHCKHMH AR (BRAKOLOD JUIA HIBEKLHIA Ha OcHOne
BYTHIKaYUyKa ¥ Cro IpPOHIBOAHLIX, ODKATRC KOJUTAYKAMH 2INi0-
MHHHEBRIMY UTH KOMOUHHPOBAHHBIA,

Ha drakor HARACHBAIOT JTHKETKY MIH UZHOCAT TCKCT FTHRCTKK
MeTonoM rTyDoKoil nedaTi KpackoH.

1 HRaxoN ¢ HHCTPYKRIHEH MO IPHMEHEHHIO & MUK KAPTOHIOH,
10 naxoHOB ¢ HHCTPYKIHEH M0 NPHMEHCHIO B KOpOBKe Kap-
TOHHOI.

s eranponapos: )

- 50 dumaxosoB ¢ panHKIM ROTHUECTROM WHCTPYRUKCH MO NpHMe-
HEHMIO B KOPOOKE KAPTORHOI;

- ot | Ao 50 ¢naxkoHOB © paBHLIM KONHYECTBOM HHCTPYKUMEER 11O
NpUMEHEHHIO B KopobKe KapTorBoHE.

Ha kopofk# #aHOCAT TEKCT MM HAKNEHBAIOT ITHKETKY.

0.25 r nciicreylomero
BEUIECTRA DO (MAAKOHE!
BMECTHMOCTHIO [0 M
1 BecuserHoro npo-
3pauHoro crekna |
MAPOIMTHYCCKOrO
KtEcea, TePMETHYHO
YKynopeussic npos-
KAMH pe3HHOBLIMH
MERHLIHHCKAMH As
GITAKOHOB JUTH HITECK-
uAi, obxaTsic KO-
nmadKaMy KOMOWHHPO-
BAHHEIMIL

Ha dnakou Hakneeua
3THKETKA.

L daarow ¢ HHCTPYK-
uuell 1o MPHMCHCHHIO
E FYKE KapTOHHOH,
Coorsercrayer

19.

MapxupoBka

Ha sthxetxe, Haxneusacyoif Ha gmanol, yrassibawT: TOprosoe
HaMMEHOBaHHE TNperiapata (COBNANACT € MEXKITYHAPOHBIM HERa-
TeHTOBAHHEIM HAHMCHOBAHHEM), ICKAPCTEEHHYIO GOopMY, A03H-
POBKY, MPERIPHATHE-TPOHIBOIMTEIE, 60 IOPUIUHECKU anpec U
TOBAPHLIHA JHAK, CCTEPIIBHOY, KBHYTPHBCHHD?, «BHyTpHMBL-
HIEHHON, PEFHCTPAUHOHIBIH HOMED, HoMep cepiu (mocneastHe
ueTeipe oudpel B HoMepe 0D03HAMAIOT MECRI It Fo NPOHIBOACTRA
npenapata), cpox rogrocti (MM, I'TTT).

Ha sTreTre hnarona MeToAOM FyOOKOH NeuaTH YKAILIBAOT:
TOPTOBOE HAMMEHOBAHHE MPENAPATA, NEKAPCTREHUYIO GopMy,
HO3HMPOBKY, MPCANPHATHE-TPOH3BOAHTENE, CTpaHy NpeJnpHATHA-
npouzzoguTed, «CTepHabHo», «BHyTpHBenHo», « BaytpuMmEr-
HEYHOY, PETHCTPANHOHALIA HOMED, HOMEP CEPHH, CPOK OMHO~
CTH.

Ha mauxe gna 1 gnaxona, kopoGre ans 10 dakouon Yka3bIBAIOT:
TOProBOE HAMMEHOBAHHE NIPENAPATA, NEKapoTBeHHYIo GopMY,
MO3HPOBKY, KOMHYECTBO (IAKOHOB, [PCAIPHATHE-IPOUIBOMK-
Teftb, €70 WOpUOHYecKRH anpee, Tenedow/hake H Tosapusii Juaxk,
«Creprneio», «BHyTpuecHHO», «BHytpHMbitiesito, cocTas Ha |
dnaxoH, perscTpamOHHbIE HOMEP, UITPHK-KOX, YCIIOBIA Xpane-
und, «XpauuTs B HEIOCTYTIIOM AN AeTeit mecTen, «He npume-
HATE 110 HCTEYEHHH cpoka ropHocTms, «lIpumenars no maznaye-
HHIO Bpatiay, «OTOyCcKaloT no pelienty».

Homep cepiu (10) 1 cpox roavocts (17) yraseisaior MeTomamu
NEYATH Ha NaYKe, KopoOke KK NSYaTH HA MATEPHAALHOM HOCH-
Tene (ITHEETKE), He HOMYCKAIOMEM OTHENEHHR MATEPHATILHOrO
HOCHTesA OT YIIAKOBKH JIEKApPCTBEHHOTO fipenapara 6e3 nospe-
HACHHI.

Ha sTHxeTke yNaKoskH 1A CTALHOHAPOB YKA3BIBAIT: TOPrOROS
HZHMEHOBAHME NPeNapaTa, NeKapcTeennylo Gopumy, AOIKRPOBKY,
KOMM4ECTR0 (PRAKOHOB, NPCANPHATHE-IPOHIBOIHUTENE, €0 IopH-
neaeckuii anpec, Tenegonfdare 1 ToBapuel 3Hak, «CTEPHIBHOY,
«Buyrpusenton, «BryTpameuedso, coetas Ha | duakon, peru-
CTPAUHOHHBIH HOMEp, UITPUX-KOM, YCNOBWS Xpailenns, «Xpa-
HHTL B HCOOCTYNIOM AN% eteil Mectey, «He npumenaTs no

Ha sTuketke, Harne-
eHHOH Ha (akoH,
YKa3aHo: TOPFOBOS
HaUMCHOBAHUC Npena-~
pata (coBnajaet c
MEUTYHAPOIHEIM He-
NaTEHTOBAHHBIM
HauMeHOoBaHHeM), Ne-
KapcTaedtan hopma,
HO3HPORKA, TIPS
THE-TIPOH3BOMUTCIE,
€ro0 IopHAKYECKHHA ak-
pec 1 ToBapHslil 3HAK,
«CrepunsHon, «Buyr-
puBeHROD, «BHyTpn-
MBILICYHO», PerHCTPa-
HHOHHBLT HOMep, HO-
Mep cepuit (mocnes-
HHE YeTIPE LWHDPLL B
HoMepe ofozHavaIoT
MECALL H TOA POH3~
BOJCTBA NMpenapara),
cpok roxHocTH (MM,
ITIT).

Ha pauke qns | dna-
KOHa yXa3aHo: TOpro-
BOE HaHMCHOBAHWE
upenapara, Jickap-
cTeeHHas opmMa, no-
IUPOBKA, KOAWIECTBO
duiakowon, npennpu-
ATHC-HPOUIBOAHTENE,
Er0 IOPHAKHECKUHA
anpec, Tenedon-daxc
H TOBapHGITH 3HAaK,

AMHKaL#H NOpOLWOK AN TPUIOTOBREHHH PacTEopa
INS BHYTPHBEHHOIO H BHYTPHMBIILICYHOIO BBEACHHA
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HeTenelni cpoka rognoctiy, «llpumensts no naznaucnio epa-
qan, «/lasn craumoHapony.

Homep cepun (10) # cpok rogHocT (17) ykaznipaioT MCTOAaMHM
NCYATH HA ITHKETKE YIAKOBKH /UTA CTALMOHAPOB MM MEYATH Ha
MaTEPHAIBHOM HOCHTE/IC (ITHKETKE), He IOMyCKAIONEeM OTaeC-
HHS MATEPHATHHOTO HOCHTEMA OT YNaKOBKH 1CKAPCTBEHHOrO
npenapara 6e3 NoBpeKICHHU.

Ha sruicetre yrakoekw auts crausotapos or | 1o 50 dnakonos
JAONOAHHMTEARHO YKA3LIBAIOT MO HITPHX-KOJOM — UTA OAHOTO
thrakoHay.

Komnnexmayusa ¢ pacmeopumeneat.

MaprupoBKa aMiTysi ¢ pacTBOPHTENIEM B COOTBETCTBHH C HOPMa-
THBHO# J0KYMEHTAUHEH NPOM3BOAMTENA PACTBOPUTENA.

Ha nauke jnis KOMIUIEKTa ¢ paCTBOPHTENEM YKa3bIBAIOT: TOProBoe
HAHMEHOBAHME TIpernapata, NeKAPCTBeH YO GopMy, JO3HPORKY,
TIPEANPHATHC-IPOH3BOAHTEIb, CrO KOPHANYCCKHIT alpec, Tene-
ton/hakc 1 TOBAPHEI 3HAK, COCTAB Ha | (akoH, HAUMEHOBaHHE
1 00BeM pacTsopuTEns, NIPoH3BOAMTENS pacTopuTens (OAO
«IAJTIBXUM®DAPMb», Poceus; AO «Hosocubxumbapmny, Poc-
cua; 000 OHPMA «DEPMEHT», Poccus), konnuectso dnako-
HoB i ammyn, «CrepunbHon, «BriyTpHBesro», «BHyTpUMBILICY-
HOY, PErHCTPAUHOHHBIH HOMEp, WITPHX-KO/, YCIOBHA XPaHEHHS,
«He 3amopaxusathy», «XpaHHTb B HEMOCTYTIHOM JUTH JCTEH Me-
crer, « He npumensaTs o uctedeHuu cpoka rogHocTy, «[Tpume-
HATE MO Ha3Ha4eH IO Bpayay, «OTNYCKAIOT MO peuenTyy, HaHMe-
HOBaHHe, IOPHAHIECKHI anpec i Tenedou/ake opranuaatm,
TIPHHHMAIOLIEH TIPCTEH3MH OT noTpebuTenei.

Homep cepuu (10) u cpok roanocTH (17) npenapara u pacTsopH-
TENR YKa3bIBAIOT MCTONOM MEYATH Ha MayKe 1A KOMIUIEKTa HIH
fle4YaTH Ha MATEPHATBHOM HOCHTEIIC (3THKETKE), HE JOITYCKalo-
UIeM OT/IEICHUA MATEPHATBHOMO HOCHTENS OT YIAKOBKH feKap-
CTBEHHOrO npenapata 6e3 nospeXaAeHuii.

Kontponsustii uaentHduraumontsii snak (KHU3) u nepemennyio
HHDOPMALMIO CPEACTB HACHTHUKAUHY (rOBANBHBIH HACHTH]H-
kauuonHeti Homep GTIN (01), unausuayansHsti cepuiinbiii HO-
mep toprosoit enuunas SGTIN (21), HanocsT MeTomoM nevyaTH
Ha BTOPHYHYIO YNAKOBKY MIIH Ha CTHKED, HAKJICHBACMBIH HA BTO-
PHYHYIO yNakoBKy: na4xy auna 1 dnakoua, kopobky ans 10 dua-
KOHORB, /UI% cTaunoHapoe 50 ¢akoHoB, nauky s KOMIUIeKTa ¢
PacTBOPHTEJICM.

Ha sTopuunoii ynakoske MOryT ObiTh HAHECEHB! (apM-KOBL.

«Crepuibron, «Buyt- '
puserHHo», «Bryrpu-
MBILL CYHO, COCTaR Ha |
fnaxon, peructpaun-
OHHBLI HOMCP, LITPHX-
KO, YCIOBHA Xpauc-
Hus, «XpaHuTh B He-
AOCTYRHOM [UTA jJeTek
mecten, «He npume-
HATH [0 HCTEYEHHH
CPOKA FO/IHOCTHY,
«lIpumensTs no
Ha3HAYCHHIO Bpavan,
«OrnyckaroT no pe-
HenTy»,

Homep cepun (10) 1
cpok roarocTH (17)
YKa3aHbl METOMOM
NE4aTH Ha Mavke.
KowrponeHeri uaesn-
THOUKALMOHHBIA 3HaK
(KHM3) u nepemenuan
HHPOPMAIHA CPCACTR
HeHTHUKaUHH (rio-
banbHbli HaeHTH -
KaUHOHHBIH HOMED
GTIN (01), unzamen-
NyTbHBIH CePHITHBIH
HOMEP TOProBoi cau-
nuust SGTIN (21),
HAHECEHELI METOOM
MEYaTH HA BTOPHYHYIO
YMAKOBKY: HAYKY s
| dnakona.

Ha nauke ans ogsoro
¢nakona HaHeCEHDI
hapm-konsL.
CooTrsercrsyer

20.

XpaHeHHe

B 3aumiueHHOM OT CBETa MECTE NpH TeMnepatype ue sotie 25° C

21

Cpok rogHoCTH

2 roga

JIO 10.2024

Janubie Buee: [payesa O.H.

3axnoucune: Coomeenicmay,
Hayanbuu

«17» _ wmombpm 2022 r

AMMKALMH NOPOUOK UTS PRTOTOBJICHHS PacTBOpa
IUTS BHYTPHBEHHOTO M BHYTPUMBIUCYHOTO BBEACHHS

Cepust 10151122

0,25r




HAO «Kpacdapyan D-01-COT-AJI-60300.74

PA3PEIUEHHME HA BBITTYCK
SIeKapeTBEHHOTO cpeacTia B obpatteHue Ne ffﬂ

Hacrosuiy noaTBep&IacTCs, Y4T0 JCKapCTRCHHOEC CPEACTBO: AMHKa HHH
[OPOILOK JUTH IIPHFOTOBIICHHA PACTBOPA JUIK BHYTPHBCHHOIO W BHYTPHMBILLICUHOI'O BREJACHHA

Homep peructpaitHonHoro yaocToBepeHus JIT - 004757 o1 28.03.2018 r.
( narta samennt 26.10.2021r.)
Jepxarens (rnagencu) peructpanuontoro yaocronepenns: [IAO «Kpachapman, Poccus,

Kpacuospeknii kpaii, r. Kpacuosipek, vi.60 ser Oxrsdpa, 31. 2

Cepus Ne 10151122 Jlosuposka 0,25 ¢

Popma sointycka: 0,25 1 Bo uiakonsr BMecTHMOCTHIO 10 M.
I darakon ¢ HHCTPYKUHCH 1O NPHMCHCHHIO B NAYKE KAPTOHHOI.

Jlata npoussonctsa: 01.11.2022
["oaen no: 10.2024
Kosmuecrso ynakosok: 40 200 wrr.

IpomnzseseHo ITAO «Kpachapma», Poccus

B COOTBETCTBHH € TpeDOBAHHAMM JIMUCH3HH Ha tpousBosicTeo _Ne 00260-JIC o1 24.02.2021 .
Tpebosanuamu HJT JIN-004757-280318, usm. Ne 1, 2.3
W ACHCTBYIOWIMMH MPaBHIIAMH HAJLUICIKAIIEH TPOH3IBOACTBEHHON NPAKTHKH.

[Mpoussoanrens/Macosumk (MeppHuHas ynakoska)/Ynakopumx (Topuunas (norpeburesneras)
ynaxoska): [TAO «Kpacdapman, Poccus, Kpacnosipekuii kpaii, r. Kpacuospek, va.60 net
Oxrabps, 31 2/53

Bemyckaroumii kontpons kauectna: [1AO «Kpacdapman, Poccns, Kpachospeknii kpaii.
r. Kpacuosipek, yi. 60 set Oxrsabps, 31 2/13

Beinyck nckapceTBeHHOTO cpejicTra B obpamnenne /Z'&%/ﬂ({ltw
(fxasar’t Apaspeiato mm «anpeutato)

YoaHeMoueHHOE JIHLO /}V ’//WM %&g/’ ﬂonxpamuna 0.K.

(nara) ( nonnM) (D.H.0)

Ipukaz Muuszapasa Poccun of arrecranmu Y nonnomouennoro suua  Ne 795 o1 23.07.2021 ¢




DEAEPAALHAR CAYXBA 1O HAA3OPY
B COEPE 3APABOOXPAHEHUA

«CBegeHnA o BBoe B rpaxgaHckuin odbopot B Poccuinckon depgepaymm
NeKapCcTBeHHbIX CPeAcCcTB NO COCTOAHUIO Ha 17.04.2023 12:03»

KapToHHble/ ~

Oprasn3anus,
ApT :’;‘;‘gm " T Spmema preaam CpeieHHA 0 cTagHAX HopmaTtusaas BbINYCTHBILAS B Aoy Honscy s
Oprosoe HaHMeHOBaHHe (BBINYCKAKIHA Crpana ASRCTRg RO r R CepHH, pa3peleHns

Pocanpasnagzopa KOHTPOJIb) P Y v P 060‘ ‘pm NapTHH na HIII
AMMWKAIMH; MOPOMIOK s | T —
MPHrOTOBJCHUSA PacTBOPa IMy6miunoe axupoRepEOE OGMECTSO JII-004757-280318; Ham.

1711200 JUISt BHY TPMBEHHOIO M aKIIHOHEPHOE "Kpacpapma” (ITAO Nel k JITI-004757-280318; 0AO
1. BHYTPUMBINIEYHOTO BBefleHust | obmecTso Poccus "Kpaccapma”), Poccus Ham. Ne2 k "Kpacipapma” 10151122 -

0.25r 1 mr. (0.251), "Kpacgapma” (TTAO (ngo i ‘f’mm;b JITI-004757-280318; Ham. paccap
¢pnakonst (1), naukn Kpacdapma") (rotosoit JID)) Ne3 k JITI-004757-280318




