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HOPOIMOK JUIA MPHTOTOBACHHAA PacTRoa

JUIS BHYTPUBCHHOIO I BHYTPHMBIIHCHHOTO Bec/rennn 1,0 ¢
Hoaep cepuu 103100922 Kosuyecrso ynakoBoxk B ccpuu 73 8§98
Jlata npousrojicrea 15.09.2022
Ananns seinosmen no HJL JITE-004757-280318, usm. N [, 2,3
Top. Hanmenosanue TpeOoeauus HOPMATHBHOI Pesynbratet
HoM. | mokazatened NOKYMEHTAWKH AHATHZ0B
i 2 3 4
1_‘ Onucatue [Topourok Genoro wiK Gea0ro C KEATOBATLIM OTTCHKOM UBETA. Bernoiit nopowox
Bpems pactsopenus cofepxkumoro daaxoua 1,0 r s 4 s soas goaio GuiTs
2: Bpemsa pactsopeHua S K Seh A e Coomeemcmeayem
B3XX Coomeemcmayem
3. [TonanuHoCTs
XapakTepHas peakitHa Ha cyabdarst Coomeemcmeyem
: Ot +76° no +84° B nepecuere Ha cyxoe scuiccto (2 % pactso
4. VaensHoe spatieHue e " Sl P +80°
npenapara)
[1pospaunocts 25 % pacTeOp rnpenaparta JIO/KEH BLIICPKUBATL CPABHCHHE C
O o
5. pactsopa stanorosm [1 . G e
b 25 % pactso napara JKEH BbLICPKHBA asieHie C
6. | Heetsoct % pacTsop nmpenapata jon SHACHEHBATE EPABIN Metcee ananona ¥,
pacTBopa sranosom Y, win BY, sk
pH Ot 2,0 no 4,0 (1 % pacTsop npcnapara) g7
Budustele wacmuist: B COOTBETCTRHH ¢ Tpebosaunamu [P PO 3
meron 1.2 Coomeemcmeayem
8. MexaHuueckne
BIJTIOUEHUA Heaudumpte yacminygsr: KONMYECTBO HacTHLL pasmepom [0 Mxm
fostee He nomkHo nperbitats 6000 8 | pnakoue; KOMMUECTBO YacTHL Coomaenicmeyem
pasmepom 25 Mkm i Gonee He 10/hkeo npesstwars 600 B 1 dumakowue.
Poactseitibte Eanniunas HenaeuTH)HUMPOBAHHAR IPHMECE e bosee 1,0 % 0,2
b HMECH 5 s
D Cymma npumecefi He donee 3,0 % 0,2
10. Cynndatst Or 23,0% no 25,8 % B nepecucte Ha Cyxoe BEIHECTBO 24,4
11 [loTepa B Macce npu He Gonee 13,0 % 39
BBICYUIHBAHHA £
Auetod e donee 0,2 % Omcymemeyem
Ocratouusie Oranon ue donee 0,5 % 0,001
[2. | opraumieckue a .
nactsop : eTaHo e Gonee 0,3 % Omcymecmeyem
: AUETOHHTPHI He Gonee 0,041 % Omcymcemeyem
bakrepransiisie :
13.  atror it He Gonee 0,33 ED na | mr amskauuua Coomgemcmeyem
AHoMailbHAA =
14. i oRtE Jlonxen ObiTh HETOKCHYHBIM e otonctens
[5. | CrepuatHocTs Jlomxen GbITh CTEPHILHBIM Cmepunern
. [Tpu n=10 nepsbiit nokasatens npuemaemocty AV < L1, LI=15. )
16. J?;:DF:’?:;:‘:;“’ [pxt n=30 neprutit nokasatens npiesiemoctn AV < L1 # see X, yao- AV=12
P sneTpopaioT Hepasexcray | M-x; | 0,01-L2:M, L2=25. Coomaememeyem
He menee 674 skr/ Mr 1 se Gonee 786 Mkr/Mr amukawmna
17 KosauucecraseHioe {C::H3NgO 3) B mepecueTe Ha CyXoe BemecTno 746
X onpejeneHHe He menee 90 % v ne Gonee 115 % 0T HOMMHANLHOTO KOAHYCCTBA
aMHKkauWHa Bo diakoHe 98
AMHKAIME UOPOMIOK JUIS TIPHTOTOBNEHHS PACTHOPA
JUTA BHYTPHUBCHHOTO H BHYTPHMBILLIEHHOTO BBCACHUHSA
Cepust 103100922 10r Crp. 1 us 3
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0,25 r, L0 v gefictayiomero semectna Bo UIaKOH BMECTH-
MOCTEIO 10 M i3 DecupeTHOrO Apolpatioro crekia | ruapo-
SHMTHIECKOrO KHACCA, PEPMETHUNIO YRYTIOPEHHbIC NpodKaMK pe-
SHHOBHIME MCAMUMHCKHM I [ (QIakOHOB [UIR HHBLEKIHI Ha
OCHOBC DYTHIKAVUYKA H €rO HPOHIBOAHLIX, DDKATLIC KOAMay-
KaMH adIOMUHHEBLIME HITH KOMOMHHPOBAHHBIMH.

Ha (piakoH HAKASHBAIOT DJTUKETKY HAM HAHOCAT TEKCT ITHKETKH
merofioM raybokoit fieHaTH Kpackoi.

| ps1akoH ¢ HHCTPYKUMEH 1O NIPHMEHEHHIO B MAYKE KAPTOHHO#H.
10 1akoHOB € HHCTPYKUHCH 1O MPUMCHEHHIO B KOpoDKe Kap-

LOr ueitcrnyiomero
BELCCTBA RO (hIAaKOH L
pMCCTHMOCTHIO [0 Ma
u1 becusernoro npo-
apaLiore crexa |
FHAPOMM THHECKOTO
Knacca, repMeTHUHO
YRYOOpeHHBiE Npod-
KaMH pPe3IHHOBLIMH
MEAHLIHHCKHMH s

18. s TOHHOI. (PNAKOHOB /Ui HHBEK-
JUis crauHoHapos: umi, obxarele Kon-
- 50 aakoHOB ¢ PABHBIM KONMUECTBOM HHCTPYKLHEH 1O npu- | naukamn KomMOHHHPO-
MEHEHHIO B KOPOOKE KapTOHHOH; BAHHbLIMH.
- ot | g0 50 drakoHOB ¢ paBHBIM KONHYCCTBOM HHCTPYKUHEHR Ha durakon nakneeuna
10 [PHMEHEHHEO B KOPOOKE KaPTOHHOM. ITHKETKA.
Ha KopobKH HAHOCAT TEKCT HIIH HAKACHBAIOT ITHKETKY. 1 prakou ¢ HHCTPYK-
HHEH (10 MPHMEHEHUIO
B A4 KC KAPTOHHOIT.
Cooteercraycr
Ha sTukeTKe, HakiensaeMoi Ha akoH, yxassisatoT: Toprosoe | Ha sTuketke, Hakne-
HaMMeHOBaHKe rpenapara (COBMAjaeT ¢ MeXAYHAPOAHBIM HE- cHHOM Ha (rakow,
MAaTCHTOBAHHBIM HAMMEHOBAHHEM), IEKapCTBEHHYIO GopMmy, yKa3aro: TOprosoe
JIO3UPOBKY, NPEANPHATHC-TIPOU3IBOAHTCIb, €r0 IOPHIHYECKHH HaUMCHOBaHHe rpena-
ajpec 1 ToBapHstit 3HaK, «CTepunsHon, «BHyTpUBeHHON, parta (coBnagaer ¢
«BHYTpUMBIIIIEUHOY, PErHCTPALIMOHHLI HOMED, HOMCD CEPHH MERITYHAPOAHBIM He-
(nocnenuue ueTnipe UHGpPL! B HOMCpe 0603HAYAIOT MCCALL H FOA | TATCHTOBAHHAIM
APOM3BOACTBA NMpenapara), cpok roauoctd (MM. ['TTT). HaHMEHOBAHHEM), e~
Ha aruketxe diakona Metonom riyGokoi neuaTh yKaseiBaloT: | kaperseHHas dopua,
TOProsoe HAHMCHOBAHHE Npernapara, fekapeTseHHylo GopMy, | JIO3MPOBKA, NpeanpHa-
HO3HPOBKY, NPEANPHATHE-NPOUIBOANTENS, CTPARY MPEANPHS- THE-MPOU3BOAHTEND,
THA-Npou3BoauTeNs, «CTepuibHon, «Buytpusenton, «Buyt- €ro IOPHAMYECKHH aj-
PHMBILIEYHOY, PETHCTPALIHOHILIH HOMED, HOMEP CEPHH, CPOK PeC ¥ TOBAPHBIH 3HAK,
rOAHOCTH. «CrepunsHon, «Bryt-
Ha nauke ans 1 dnakona, kopobre ana 10 darakoros yxaista- | pusenHo», «Buytpu-
10T: TOProBOE HAUMMEHOBAHHE MPENAPATa, JIEKAPCTBEHHYIO MBILIEYHO», PCrHCTPA-
hopmMy, 103UPOBKY, KONHYECTBO (DAAKOHOB, MPEANPHATHE- UHOHHBIH HOMEp, HO-
19, Bedspmnpolie MPOU3BO/MTCNG, CTO KPHAHHECKHH aapec, Tenedor/dake u Mep cepuu (nocnes-

ToBapHbii 3Hak, «CrepunsHon, «BHyTpuseHion, «BHyTpuMsI-
ureyHo, coctas Ha | duakoH, peruvctpanmoHmHbIH HOMEp,
ITPHX-KO/I, YC/TOBHA XPaHCHUA, «XpPaHHTh B HEJOCTYITHOM
A aereit mecte», «He NpUMEHATE Mo HCTEYEHHH CPOKa TOAHO-
cTi», «TIpHMEHATH MO HA3ZHAYEHHIO BpaYay, «OTNYCKAIOT 1o
peuernTy».

Homep cepun (10) i cpok rognocts (17) yKa3siBaT METOAAMH
feqatH Ha a4ke, kopobke HIH NEeYaTH HA MATCPHAIBHOM HOCH-
Tenie (ITHKETKE), HE JIOMYCKAIOUIEM OTACCHHS MATCPHANIBHOIO
HOCHTEJIR OT YNAKOBKH JICKAPCTBEHHOro npenapara Gea nospe-
FIIEHHI,

Ha 3TuKeTKe YNAaKOBKH ANA CTAUHOHAPOB YKA3LIBAIOT: TOPrOBOE
HAHMEHOBAHHE NPENApaTa, JICKAPCTREHHYO GOpMY, IOIHPOBKY,
KOAMYECTBO (UIAKOHOB, NPEANPHATHE-TIPOHIBOAHTE, €ro
oprAHYeckHit agpec, Tenedon/hake u TosapHblif 3Hak, «Cre-
praBHOY, «BuyTpHeetiHo», «Bryrpumbinesro, coctas ua |
haako, perucTPaLOHHEIH HOMED, WTPUX-KOX, YCAOBHA Xpa-
HEHHA, «XpaHHTh B HEAOCTYIHOM AN AeTel Mecrey, «He

HHE HeThIpe WHdps! B
HoMepe 0003HaAYROT
MeCsL| H O/ MpOH3-
BOJICTBA rpenaparay,
cpok roguocTw (MM.
ITTr).

Ha nauke ans | daa-
KOHA YKa3aHO: TOpro-
BOE HAMMCHOBAHMC
npenapara, JcKap-
cTeeHHas dopma, A0-
IHPOBKA, KOIHYECTRO
dnakoHos, npeanpu-
ATHE-TIPOHIBOAMTEND,
€ro IpHAHYCCKUH
ajapec, teneon/paxc
i TOBAPHBLIA 3HAK,
«Crepunuron, «BuyT-

Cepusi

AMHKALHH 110POLIOK JUIS IPHIOTOBJICHHS PACTBOPa
JUTS BHYTPHBEHHOIO H BHYTPHMbBIUEHHOIO BBEACH HA
103100922
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HPHMENHTH 110 HCTCHTHHH CPOKS FOAHDCTH, «l l]JHM'CIlHI'Iv HO
patHaucHmo ppadan, «Jlan craunonaposy.

Hoaep cepiiu (10) u cpox roaHocTy (17) yKaseBaior MCTO/AMK
HEeYaTH Ha HTHKCTKE YOAKORKH LI CTALIHOHAPOB HAH (EHaTH [Ha
MATEPHANLHOM HOCHTENE (FTHKETKE), HE IOMYCKMOIEM OTAC-
ACHUST MATCPHAALHOTO HOCHTEA OT YIIAKOBKH ICKAPCTBCUHONO
npenapara 6e3 moBpexieHuii.

Ha sruketke ynakosku ans craumonapos ot | o 50 dgnakonos
JOMOAHHTENLHO YRA3LIBAIOT MO WTPHX-KOAOM — WUIR OfHOD
thnaxoua».

Komnnexmayua ¢ pacmeopuinene.

MapkHpoBKa aMITy/l ¢ paCTBOPHTENCM B COOTBETCTBHH C HOP-
MaTHBHOA JOKYMEHTAUWEH IPOHIBOAHTENA PACTBOPHTEA.

Ha nauke Ans KOMIVIEKTA C PACTBOPHTEIIEM YKA3bIBAIOT: TOPro-
BOC HAMMCHOBAHHE TPErapara, lekapcreeHHyio hopMy, A03H-
POBKY, NPEANPHATHC-NIPOU3BOAUTECITL, ET0 IOPHAHYECKHH aapec,
Tenedou/hakc M TOBapHBIF 3HAK, cocTas Ha | rakom, Haume-
HOBaHHE M O0BEM PACTBOPHTENA, NPOH3IBOAHTE/A PACTBOPHTENA
(OAO «JAJILXUM®DAPM», Poceus; AQ «Hoeocubxum-
dhapm», Poccus; 000 PHPMA «PEPMEHT», Poccus), xonu-
4ecTo (riakoHos # aMmy, «CTepunasHo», «BHYTpHBEHHON,
«BHyTpUMBILIEHHO», perHCTPAUHOHHBIH HOMEP, UITPUX-KO,
yenosus xpaweuns, «He samopaxkusate», «XpaHuTh B Hejlo-
crynHoMm Ans sereit Mecten, « He npumensts ro ucreveHun
cpoka rogHocTH», [ IpHMEHATE N0 HazHaveHuio Bpada», «OT-
OYCKAIOT M0 peuenTy», HaHMEHOBaHHE, OPHAWYECKHH afpec 1
Tenedon/daxe opraHmlaliuK, NPHHUMAIOUICH NPETEH3NH OT 10~
Tpeburenei.

Homep cepuu (10) u cpok roanoctu (17) npenapata u pacTso-
PHTEIA YKA3bIBAIOT METOAOM MEHATH Ha MAUKE IS KOMIUIeKTa
HITH TIEYATH HA MATCPHANLHOM HOCHTENE (ITHKETKE), He fomyc-
KaloUEM OTAeNEHHA MATEPHANTBHOMO HOCHTE/IA OT YIIAKOBKH
NeKapcTReHHOro Npenapata 6e3 NoBpex/ACHUIt.

KoutponsHsiit naentHdurauoHubtit sHak (KH3) u nepemen-
Hy10 HHOpMAaLHIO CPeAcTB HieHTHDHKaIMH {TnobanbHbli
uaentudurauuornstit Homep GTIN (01), HeauBHIy B BT
cepHiiHblit Homep Toproso# eaunuuss SGTIN (21), sanocar
METOJIOM ME4ATH HA BTOPHUHYIO YIIAKOBKY HJIH HA CTHKEp,
HAKJIEHBACMBIH HA BTOPHYHYIO YIAKOBKY: a4y ans | dnako-
Ha, kopobky s 10 pnakoHoB, Wwis craiponapos 50 dakouos,
NayKy AR KOMIUIEKTA C PACTBOPHTE/IEM.

Ha sropuuno# ynakoske MOryT Gbime HaHeceus! hapMm-KOBL.

pHeE oY, «BHyTpH-
MBHIIEUIHO, coctas Ha |
HAAKOM, perHcTpatH-
OHHBEEL HOMCD, ITPHX-
KOI, YCAORHA Npate-
HHH, «XPAHUTH B He-
AOCTY IHOM AAd neTel |
mecte», «He npume-
HATG (10 HCTCHCHHHK
CPOKa rOAHOCTHY,
«llpumensTs no
HA3HAYCHHIO BpayYay,
«Orniyckalot mo pe-
LEeNTY ».

Homep cepuu (10) 1
cpok rojuoctv (17)
YKa3aHbl MCTOJIOM
MeYaTH Ha rnauke.
Kourponsuntii nae-
THOHKAUHOHHLIA 3HAK
(KH3) u nepemeniian
uH(O pMaUHs CPeacTs
unaeHTHUKaLmK (rao-
BanbHbI HACHTH K-
KalHOHHBLIT HOMCP
GTIN (01), unamsu-
AyaneHbIH cepuiiHbt
HOMEp TOProBoH ¢au-
wuer SGTIN (21),
HAHECEHBI METOIOM
neYaTH Ha BTOPHUHYIO
YNaKOoBKY: NauKy ais
| gnaxoua.

Ha nauxke ans ongnoro
(pnakoHa HaneceHst
dapm-Kogst.
Cootsercrsyer

20.

XpaHeuue

B 3auiMuieHHOM OT CBCTa MecTe NpH TeMnepartype He soiue 25° C

21,

2 ropa

O 08.2024

Hauupie Buec: Fpayesa O.H.

CpoK roaHocTH

AMHKALHH nOpOLOK s IPHTOTOBACHHS PAcTBOPa
JUISt BHYTPHREHHOTO M BHYTPHMBIIEHHOTO BRCACHUA

Cepust

103100922

1.0r




HAQ «Kpacihapyan D-O1-COH-AJI-GH300 74

PASPELUEHME HA BbITYCK ‘
JCKapCTBEHHOTO cpeactsa B odpanienme No §03

HacTosuium HOATREPHKAACTCH, HTO JICKAPCTBCHITOE CPCACTRO! AMHKAUHH
NOPOWOK JUTA HPHIOTOBJICHHSA PACTBOPA JLAS BHYTPHBEHHOIO H BHYTPHMbLUIICYHOTO BRCICHHA

Hosep perucTpaitHonHOro yioctopepeHus JI-004757 or 28.03.2018 r.

(mata zamenst 26.10.2021 r.)

Jlepaarens (snagencu) perucrpanmonnoro yaocrosepenns: [TAO «Kpachapuman, Poccus,
Kpacuospcekuii kpait, r. Kpacuosipek, ya.60 mer Oxrsbps, 3. 2

Cepus No 103100922 Joposka 1,0 r

Dopma seinyeka: 1,0 r Bo diakoust smectMocTsio 10 M.
I piraxcon ¢ MHCTPYKIHCH O DPHMEHEHHIO B NAYKE KAPTOHHOIL.

Jata npoussoacrsa: 15.09.2022
Fonen no: 08.2024
Konuuccrso ynakosok: 73 898 urr.

Tpousseaeuo ITAO «Kpachapma», Poccus

B COOTBETCTRHN € TPCOOBAHHAMH JIHICHINAM Ha lpou3soacTBo _Ne 00260-JIC o1 24.02.2021 r.

Tpebopanuamu HJL JIIT — 004757-280318, mam. No 1,2, 3

M IEACTBYIOMHMH TIPABHIIAMH HAZICHKALLCH MPONH3IBOACTBCHHOH NPAKTHKH.
[poussopurens/@acosumk (neprrtnan ynakonka)'y nakosink (Bropruutas (norpedurensekas)
ynakorka): [TAO «Kpachapmar, Poccus, Kpachospekuit kpait, r. Kpacnospek, yn.60 ner

Oxktsbpn, 3a. 2/53

Brinyckaouuii konTposis katecrsa: [HHAO «Kpachapman, Pocens, Kpacuospeknit kpaii,
r. Kpacuoapek, ya. 60 ner Oxrabpa, a1 2/13

Biityck jiekapcTBEHHOrO cpenctsa B o0patucHne LR ZP0 terex AO e
(viardto «f(zf’;pewmu » WIH (3anpeLtaioy»)
Yroawomouetnoe anno O3, /0 2022 Sorlopeet badypuuna T.IL
(mara) (uu,ulnvt(:h)y : (D.H.0)

Fpukas Munsapasa Poceun 00 avrecrawnn Yuogmomouennoro ana Ne 339 ot 15.04.2021 ¢



«CBefeHunA o BBoAe B rpaxaaHckuin odopoT B Poccuinckon depepaumnm

NeKapCTBEHHbIX CPEeACTB Mo COCTOAHMIO Ha 19.10.2022 13:08»

JaTa BHeceHus B Iponseoaurens Opeitin ? Homep Homep, nata
Caemenus 0 CTajHsax HopmatusHas BBINYCTHBILAA B
AHC Topropoe HAHMEHOBAHHE (BBIy CKAKOIHIA Crpana CEPHH, paspemenHs
P NPOH3BOJCTBA JIOKYMEHTAHA rpaiIaHCKHA
'oc3/IpaBHa30pa KOHTPOJIb) NapTHH na HJITT
oGopor
AMMKAIMH; MOPOMIOK s My6munoe
NPHrOTOBJIEHHS PacTBOpa [My6mmunoe aKLHMOHEPHOE JITI-004757-280318; Hawm.
JUIS BHY TDHBEHHOTO M AKILHOHEPHOE obmecTBo Nel g JITT-004757-280318; 0AO
04.10.2022 BHYTPHMBIIIEYHOTO 00mecTBo Poccus "Kpacapma” (ITAO Ham. Ne2 "Kpacdapma” 103100922

BeefieHds 1 r 1 wr. (1),
¢naxons (1), nauku
KapToHHBIE/ ~

"Kpacdapma” (ITAO
"Kpacdpapma")

"Kpacdapma”), Poccus
(ITpouspoauTens
(rotoeoit JID))

JIM-004757-280318; Ham.
Ne3 k JIIT-004757-280318




