crpanma 2

i ilaun:entoaan{(e H/Tua METO}]I:I_

A ——— IpeGosanus HJL e PesyanraTer nennrranmii
Buaumuie |
Me:almqecmie Jlooken :blﬂtpﬁl\'MBnTb o XI1v, Buinepnsact
T — Tpebonana 0dC.1.4.2.0005.18 rpefonanis
Hesuaumbie I'd XIV - -

HacTi = 10 mxym - ne Goaee 6000/amm. 2 S/amn.
MEEHRIRCIHE Uacrnn > 25 mxwm - ne Gosee 600/amm. OBC.1:4.2.0006.15 0/avm.
BRJI0YEHHS

12. | ¥Ynakoska

Io 1 ma 8 amayast tuna T nefirpaasno-
ro CTEKIA WK GecuneTnoro crexaa nepBoro
l'll,’lpﬂﬂllTll‘ll‘(KDl'ﬂ KJacca € TOUKAMMH
HALIOMA W KOJIbUAME,

Ha amnyabl HAKACHBAWT ITHKETKH -
MOKJIESAUIMECH WAH MAPKHPOBKY HAHOCHT
HEMNOCPEACTBEHNO HA  AMOY/ABLI  METOA0M
raybokoit nevatn.

o 10 amnyn Bmecte ¢ uHCTpYKuuei no
MEAHIHHCKOMY NpUMEHEHII0 B Kopolky n3
KAPTOMA.
Kopobiky

OKJTEHBAIOT ITHKETKOIl-

Ganaep

-Ne(005640)-
(PI-RU)-101225

13. | Mapkuposka

14. | Cpok ronoeTH

| (cpox xpawenus) |

Ha asnyie yKaIuisaor TOpropoe Hanmeno-
Bamne JCKAPCTBEHHOO npenapara, Kou-
UCHTPANNIO, NYTh BBEACHHA («B/By, «B/M»),
0fbeM npenapaTa B MWLUTINTPAX, HoMep
CePUM, IATY HCTEUEHUA CPOKA FOANOCTH,

Ha  ymuxemxe-6andepoiu  yKaIniBaor
Hnue, ii mak m aapec
(cTpana, ropoa) AepAATES PErHCTPALHOH-
HOT0 YAOCTOBEPEHHH, TOProBOE HAHMEHO-
BANHE JICKAPCTBEHHOTO NPENAPATA, MEKRLY-
HAPOAHOE HENATEHTOBAHHOC HANMCHOBANNE
HA PYCCKOM M AHFAHIICKOM SILIKAX, JeKap-
crsennyio dopmy, KonuenwtTpammo, wndop-
MAIMI0 0 COCTABE JICKAPCTBEHHOTO MPena-
para (nanmenosanue u KoJAMMCCTBO jeii-
CTBYIOHICTO BCUICCTBA W NEpevens BCMOMO-
FATeabnbIX Benects B 1 Ma npenapata),
ofibeM npenapaTa B MHLIIHTPAX, KOJHYC-
CTBO amMmy] B ynakoske, «CTepHaLHOY,
«Buyrpunennon, «BHYTpHMBILIEHHO»,
«XpRUNTL B HEAOCTYNHOM 108 Aeteil me-
crey, «Cnocol mpuMeHcHUA: CM. HICTPYK-
1WHIO 110 MEANUHHCKOMY  PHMEHEHHION,
YCJIOBHS  XPAHCHUS,  YCIOBHS  OTNYCKA,
WTPHXOBOI KO,

Ha wxopolike YKAILIBAIOT HOMEpD cepuin M
JAATY HCTEUENUS CPOKA TOAN0CTH,
Jlonyekaeres womep cepum M IATY HeTeue-
nus ('I}OKR FOIHOCTH HAHOCHTH HA HTDFH'I-
HYI0 (NOTPeGHTEILCKYI0) YIAKOBKY B BHae
peabedibIX OTTHCKOB WM MCTOA0M neva-
™.

Ipn weobixoanmoctn cpeacTsa waentudm-
KAMK  (KOHTPOILHBIH  HACHTHOHKAIHON-
uiiil Ak, nepemennan uudopMalun, Ho-
MEp cepuM, AATA HCTCHCHHS CPOKA [0AN0-
CTH) HAHOCATCH: I\‘()[‘mﬁl('n — HA ITHKCTRY-
BHanaepoan nan cBoGoANYI0 0T MAPKUPOBKN
cTopoly Kopolkn.
4 roaa

Han

JITT-Ne(005640)-
(PI-RU)-101225

JHT-Ne(005640)-

(PI'-RU)-101225

lS: Yenosus
XpaHEHHs

B 3aummnmennom ot cBeTa MecTe Npu Temnepatype ue suiine 25 °C,

Ha amnyae yea

Mo 1 ma B avmyass Tuna W neiirpadns-
HOTO CTEKIA € HHALIOMA,
Mapkuposka nanecena nenocpeicraenio
A AMIY/IBEMCTO0M 1AyGoKoii newa,
1o 10 amny. 1ECTE € MHCTPYKIL
MEINUHICKOMY PUMCHENNIO B Kopofike |
w3 Kaprona. |
Kopofixa
fianacpoimio.

i no

oKJIeena ITUKCTKOI

1 TOprosoe nMeno
HANNEC JICKAPCTRCHHOID NPENAPATA, KON
uenrpanms, Bocaenns  («n/nn,
an/M»), 0GBCM npenApaTA B MWL
pax, noMep cepum, JaTa HCTEHCnus cpori
roanocTm.

Ia IMUKENKe-Oandepo.iu yKAIANL
HANMCHOBANNE, TOBAPHBLIL INAK 1 aipec
(CTpANA, TOPO1) ACpRATENN perucTpann
OHNOTO Y/10CTOBEPEHHUS, TOPIOBOC HANME
HOBANNE  JICKAPCTBENNOFO  npenapara,
MeKAYnapoanoe HENATENTOBANNOC
nmaANMenoBane wa  pyeckom u anrimii
CKOM  SIBIKAX, Jdekapersennan  dopwa,
Konuenrpanns, nugopmauns o cocrape |
JACKAPCTRCHNONO  NPCHAPATA  (HANMCHO
BANKE W KOJOnMueCTRO  ieiicrayiomero
BEHICCTBA W Hepeienb BCHOMOTATEILILIY
semecrs 8 1 ma npenapata), ofnem npe
NAPATA B MIWUIMANTPAX, K ecTno
aMnya B ynakoske,  «Crepniannoy,
«Buyrpusennon, «BryTpumbines oy,
«XpanuTh B HEI0CTYNHOM s acTeil
meceren, «Cnocol npusencinn: ey, i
CTPYKNHIO 110 MEIMIMICKOMY  Hpisice
HHIOR, VCIOBUS Xpancuns, yeaosus 0w
NYCKA, Tpuxosoii Ko,

Ha wopobxe ykatannt momep cepun w
AATA HCTCHCHNA CPOKA TFOANACTI.

Homep cepum w para wereuenus cpowa
TOANOCTH NANCCCHBI HA BTOPI 0 (mo

TPEOUTCALCKYIO)  YIAKOBKY  MCTO10M
newaTm,
Cpeaersa  maentuduranny  (Konposs

ubiit nacHTHdURAUNORNLI Ak, nepe
MeHnas lllldlﬂ[l\l}lllllﬂ, HOMEP cepuw, aara
HCTEHENNR  CPOKA  TOANOCTH) nanece
KOPOOHKA — 1A YIHKCTRY-Banicpo.is.

4 ropa

KouTpoasHsiili mactep

— Connarosa

(parvtmans)

(nbanuen)

(1aTa)

3arkmouenne OKK: JIn6azon pacTBop A5 BHYTPHBEHHOT0 M BHYTPHMbIIEeunoro Beesenns 10 se/mur 1,

Lt/

((OZ&T » ﬂy

2026

(hamminn)

(rmnu«cb)

(nara)



&

®©01-COII-2300-157/02-25

CEPTHOUKAT CEPHU

I'oToBblii JIekapcTBeHHDI Npenapar

Ne 1058/26

HaumeHoBaHue

Jubason
pacmeop OJis GHYMPUBEHHO20 U 6HYMPUMBIUHEYHO20 66€0EHA
10 me/pan 1 mn, avnyner (10), kopobru kapmounsle

MeskayHapoHoe HENATEHTOBAHHOE HANMEHO- benoazon

BaHHe (FPYNNUPOBOYHOE WU XHMHYecKoe)

Homep cepun 10426

O0bem cepuu 29901 yn.

JlaTa npou3BojacTBa 02.04.2026

JlaTa oKOHYaHHUS CPOKA FOJTHOCTH 4 200a
Jo 04.2030

Homep PErHCTPALHOHHOIO YAOCTOBEPECHHA H
JaTa perucrpaunud

JII-Ne(005640)-(PI-RU) om 31.05.2024
Hama nepeoghopmnenus 10.12.2025

Pezucmpay oe ydocmoser JIC-001560 om 02.04.2012 npusedeno 6 coom-
semcmeue ¢ Tpebosanuamu EASC dna nexapc X npenap Hox u
dawunsie, codepicaujueca 6 obHoenel} p IpayUOHHOM docke,

RO CB0EMY COOEPICAnUIo OaHHbIM PESUCMPAOHH020 00Cbe 3aPezUCTPUPOGANHOZ0
JEKAPCMBEHHO20 NPEnapama 1 He codepaicam usMmenenull, GIUAIOWUX HA Kavecmeo,
aghpexmuenocms, Ge win e «NONbIA-PUCK) NEKAPCMBENHO20

npenapamd.

HaumeHoBaHHe U aJpec lep/KaTeIs per-
CTPALMOHHOIO Y/A0CTOBEPeHHS

Axyuonepnoe obwecmeo «JAJIBXHM®DPAP M)y
(A0 «JAJIBXHM®DAPM»), Poccutickasn Pedepayus,
680001, Xabaposciuii kpati, 2. Xabaposck, yn. Tawxenmexas, 8. 22

Homep HopMaTHBHO JOKYMeHTallMH

JIT-Ne(003640)-(PI-RU)-101225

(nocnedosamensrocms 0002)

IIpon3eeneno,
ajpec l'lpOH.’lBDD.CTBEHHDﬁ IIOAAKH

Arxyuonepnoe obuecmao «JAJTBXHM®PAPM»
(A0 «TAJIBXHM®APM»), Poccuiickas @edeparus,
680001, Xabapoeckuii kpail, 2. Xabaposck, yn. Tawkenmexas, 0. 22, cmp. 2

YnakosaHo,
aJpec NPOH3BOACTBEHHOH MIOLIALKH

Axyuonepuoe obwyecmao «JAJTBXHM®PAPM»
(AO « JAJTBXHM®APM)), Poccuiickas Pedepayus,
680001, Xabaposckuii kpail, 2. Xabapoeck, yn. Tawkenmexas, 0. 22, cmp. 2

Beinyekaromuii KOHTpobL KavecTsa,
ajipec NPOH3BOACTBEHHOH NMI0IAKH

Axyuoneproe obuyecmao «JATBXHM®PAPM»
(A0 «JAJIBXHM®APM»), Poccuiickas @edepayus,
680001, Xabaposckuii kpaii, 2. Xabaposck, yn. Taukenmexas, 0. 22, emp. 8

Pe3ybTaThl AHAIH30B

Hacnopm Ne 1/1123-26 om 20.04.2026

JIulieH3usi HA TIPOU3BOACTBO JIEKAPCTBEHHBIX
CPeACTB I MEMIIMHCKOr0 MPUMEeHeHHsl

Pezucmpayuonnulii HoMep nuyeH3uu
J1012-00102-77/00010391

CepTudukaThl COOTBETCTBHSA TPeGOBAHUAM
IIpapua Hagaexamei NpoH3BOICTBEHHOMH
npakTHkH EBpasuiickoro 3K0HOMHYECKOro
co103a

Cpok aeiicrsu ¢ 03.08.2023 no 02.08.2026

Ne GMP/EAEU/RU/00911-2023
(XaGaposckuii kpail, 2. Xabaposck,
ya. Tawikenmeras, 0. 22, cmp. 2)
Ne GMP/EAEU/RU/00915-2023
(Xabaposckuii kpatl, 2. Xabaposck,
ya. Tawkenmexas, 0. 22, cmp. 8)

3asnBJienne 0 cepTHQUKALHH

Hacrosiuum # MOATBEPKAAIO, YTO NPUBEIEHHAs Bbile HH(OPMALWS AB/IAETCS JOCTO-
BEPHOH ¥ TOYHOIA.
Jlannas cepus npouspeiena u ynakopana Ha AQ «JAJIbXHM®PAPM» 1 Ha ocHoBa-
HHH TOrOQ, 4TO:
* CCPHA MPOH3BEACHA B COOTBETCTBHH C TPEGOEEHHRMK ['[paayln HWC)KBH]CF‘
HpOMBBDﬂCTBEHHOﬁ MPaKTHKH Enpasuﬁcxoro IKOHOMHYECKOro COH03a, JIMLICH3H-
il Ha MPOH3BOJICTBO JIGKAPCTBEHHBLIX CPEJCTB M TPeOOBAHMAMH KOHTPOJI Kave-
CTBa NEKapPCTBEHHLIX CPEACTB;
* cepus OTBeyaeT TPeOOBAHMAM PErHCTPALIHOHHOTO 0ChE;
* JIOKYMEHTALMA N0 JaHHOM CepHH MpOLLTA NPOBEPKY HA MOJHOTY H J0CTOBEp-
HOCTE ¥ OBl YTBEPHK/IEHA NHUAMH, OTBETCTBEHHLIMH 33 NPOH3BOACTBO H KOH-
TPOJIb Ka4yecTBa
_paspelueHa K BhINycKy Ha TeppHTopun Poccuiickoit ®eaep

‘I)aMHJIHﬂ, UM, 0TYE€CTBO H J0IHKHOCTH YIOJI-
HOMOYEHHOI0 JIMla

He6rinosckas T.B. — [UpekTOp Mo KauecTBy

Iloanuce YOOJHOMOYEHHOI'0 JIHuAa

%

;zg Oty LA




AQ JIAJILXUM®PAPM»

Hanmenosanne

Homep cepun (naprum)
Jlara npoussoacisa

F'ojien 1o

Koamueerso npogykunn B cepun

(Kry i, u 1)
Hopmarnsusiii nokymenr

Kawecrso npenapara o apanruposano

Obwiee Kommecrso crpaninu 2
Crpanpua 1

IHHACITOPT Ne 1/1123-26

Jubazon
PACTBOP /151 BHYTPHBEHHOI'0 H BHYTPHMBIIIEYHOT'0 BBE/CIHIs
10 mr/mur 1 sty amnyast (10), kopoGkn KAPTOHHbIE

10426
02 04 26
04 30

29901 yu.

JIlI-N°(005640)-(PF -RU)-101225 (l[OCJIch.OBaICJIbIIOLTb 0002)

B IL‘I&IIHE Cpﬂl\ll IUJIIDC TH HpH cobnoaenun yeanosuii XPaHEeHus 8 OPHIHHAIBLHOMN yYnaxkoske

No } H.IIIMLI'MUB".IH‘I.IL’ TpeSosannsa HJI H/L na Metoanr l’eiy.JlbldIhl
u/n noKasareacii e ) HCHBITAHMA _ Hensrranuii
L. | Onuncanne Hpospauneiii Gecusernplii Jlll-M(UIJSﬁ-lO)- Ilpuspaqumu Gecuner i
PACTBOP € XAPAKTEPHBIM 32a- (PI-RU)-101225 PACTBOP € XapakrepHbiM
o o 1axXom 3anaxom
2. | Maenrndukannsn LYuabrpaduonerossie cnex- JIT-Ne(005640)- 1.Yavrpaduoaerosbie
TPBI NOII0WEeHns pacTBopa b (PI'-RU)-101225 CHEKTPbI NOIVI0MIEHHS! pac-
HCHBITYEMOr0 pacTBopa M e X1v, TBopa b nenwiryemoro pac-
pacrsopa Il cranaaprhoro O®C.1.2.2.0001.15 TBOpa u pacrsopa Il cran-
pacrsopa Genuasola rupo- Jaapruoro pacrsopa Genja-
xiopujaa (Genaasona) B obia- 30014 ruapoxjopuaa (Genna-
e o1 225 710 300 um a0JKB 3041a) B odstactu or 225 0
HMETH MAKCHMYMBI H MHHH- 300 uM HMEIOT MAKCHMY MBI
MYMBI IIPH OJIHHX B TeX ke U MHHHMYMBbI [IPH OHHX H
JVTHHAX BOJIH. TeX e JVIHHAX BOJIH.
N | 2. Kauecrsennple peakunn (2) 2. lMoarBepaaens -
3. Ipospavunocrn Jlosen GbITL 1PO3paUHBIM I'e X1v, Ipospaunsiii
o O®C.1.2.1.0007.15 B -
o JloJuKen BLUICDRHBATL cpaB- re xiv, e
4. ‘ IBeTnocrs nemie ¢ yranonom B, OMC.1.2.1.0006.15 Menee yrasiona By
5. pH I'e X1V, 3,20
28-33 O®C.1.2.1.0004.15
HOTCHUHOMETPHYE-
L CKHil
[ [pumecn He 6oaee 0,05% JIN-Ne(005640)- Menee 0,05%
(PI'-RU)-101225
. JIHYEeCTBE -} =
' L]:(l)pleucjll cln :il:-:l"()l L= 005040)-
il (PI'-RU)-101225
benjpasoia  ruapo- i i I'a X1V Po—
XJopu (Dewtasoon) U= 11,0 mr/mn » 9 Mr/ma
Cunpr yrniosbiii 9-11% ORCLB L1008 10 % )
8. Crepuinnocrts Jostken BolaepRuBaThL I'e X1V, CrepnibHbiii
. - HCHBITAHNS O®C.1.2.4.0003.15 | an. Ne 857
9, bakrepuanbnie He 6oJice 8,75 E/mr o XIv, Menee 8,75 ED/mr
IHLOTOKCHHbI O®C.1.2.4.0006.15 | an. Mo I,
10. | M3Baekaemblii He menee 1,0 ma I'e X1v, 1.0 ma
00bim | O®C.14.2.0003.15 |
XHUMHK-amaJam g bowwapn p 2l «ld» 04 20261
(hamuiann) (nojinuen) (aara)
H.omavasibunka mukpobuo- [Konmakosa ! ‘:{O'QDJ’U/ULE J’O Jjﬂ/ « JIg» 0Y 2026 1
JIorndeckoii mboparopun (dpastnimn) (uummm (aata)




