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PACTBOP /1A BHYTPHBEHHOI0 BBeaenus 24 mr/mia
10 v, amnyJsi (10), KopoGkn KapToOHHBIE
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HPOAYKIHH B cepHH

12 707 yn.

JII-Ne(006548)-(PT-RU)-101225 (nocaenosarensnocts 0002)

KauecTso npenaparta rapanTupoBaHo B TedenHe CPOKA rOAHOCTH NPH coBaI0ICHHN YeI0BHIl XPAHEHHS B OPHIHHAJIBHON yNakoBKe

‘:,v!n H;:l:‘e;nonmme TpeGosanns HJI H/I na meToasi PesyabTaThl
aresieii HCNLITAHHH HCIILITAHHIA
A Onucanne Eﬁzgf;qr“b'?):e:in::::g JIT1-Ne(006548)- Ipospaunerii ciierka
CRER ok (PI'-RU)-101225 OKpalleHHbIH pacTBop
pactsop
2. Haenrnpuxaumnn 1.¥YabTpaduonerosnie
¢ L.YabTpaduoierosbie cnemps . ¢ ST
COexTPE: B HCIBITYEMOr0  pacTBopa m
HCHBLITYEMOr0  pacTBopa M eramaapTHOTo pacTBopa
CTAHAAPTHOIO pacTBopa JITI-Ne(006548)- TeopuiiMa B o6aAcTH oOT
Teouaiuna B odactu ot 250 (PI'-RU)-101225 250 10 300 mm T
a0 300 HM J0/UKHBI HMETh MAKCHMYM MOTIOWeHNS TpH
MAKCHMYM NOIVIOWIEHHST TPH GuGl W T %E ik
0/IHOI H TOil e JJIHHE BOJIHBI. e
2. KauecTBennbie peakunn (2) 2 g:n;nepmenu
% Dipespaasocys Jonsken 6bITh po3paunbiv Omcr;‘,z,:ll;‘(l;’OT 15 Ipospaunsbiii
4. LBernocrs Honken 6bITh GecUBeTHBIM ro XIv
W/IH BLUIEPKHBATE CPABHEHHE 4 Menee sTasniona Y,
¢ >Ta0HOM Y, Wan GY; 0®C.1.2.1.0006.15
5. pH ro Xx1v,
9,0-9,7 0®C.1.2.1.0004.15 9,27
NOTEHUHOMETPHYECKHIA
6. IMpumecu -
E:‘:ﬂj:ﬁ::;‘; =g Ronce 027 JIT-Ne(006548)- He obuapyseno
(PI'-RU)-101225
HenaeHTHHUHpOBaHHAR o XIvV Fis oliapymenn
- o, L]
?:l;m?:p:;:;?f s O®C.1.2.1.2.0001.15
e Sonee 0,5% 0®C.1.2.1.2.0005.15 He oGnapy:keno
T Konnuecrsennoe
onpe/e/ienue JIN-Ne(006548)-
ITHNEHAHAMMHH 4,2 - 5.4 mr/ma (PI'-RU)-101225 5,2 mr/ma
Teopuiinn 17,3 — 21,1 mr/ma 19,0 mr/ma
8. Crepnibnocts R p— ro xiv, Cre| l‘lﬂbﬂblﬁ
T P O®C.1240003.15 | Aute  7YPE
9. bakTepuaibubie Ire X1v,
IHAOTOKCHHBI He Gonee 0,7 E9/mr 0O®C.1.2.4.0006.15, AT Menee 0,7 E3/mr
MeToa A g \9 / CP
10. | U3Baekaembiii reo Xiv,
o6 bem Kieacenes 10,0 ma 0®C.1.4.2.0003.15 10000
XHMHK-2HATHTHE Ilxypa (D «22» 06, 2026t 5
(hamuun) (noanues) © (nata) d {
W.0. HaYaIBLHHKA _ Koamakosa %b,&ﬁll»— e’;j» og 2026
MHKPOGHOIOrHYeCKOii (pamuus) (moanuce) (aata)

nabopatopun




eTpaniua 2

Ne | Haumenosanue H/I na metos! N
o Tpeboranns HJI PesyabTaThl HCNBITAHMIT
n/n | mokasareJei HEMBITAHHI
11. | Buaumere  r— o XIV
MeXaHHYecKHe 5 2 Briaepwusacy
BBIICPAHBATEL TPEOOBAHHS
i P P! O®C.1.4.2.0005.18 TpeSosanus
HeBuaumbie re Xiv,
Nesatindetitig Yactuu > 10 mxm - ne Goee 6000/ammn. O®C.1.4.2.0006.15 9/amm.
Yacrnu > 25 mkm - ne Gosee 600/amn. e : 0/amn,
BKJIKYEHHS
12. | Onucanue Io 10 ma B amnyasr Tuma I JIT-Ne(006548)- o 10 ma B amnyael  THna I
SIRURRH crens mper g | CTRUFDNES |t ket Menuipasyarony
KJiacca ¢ TOYKAMH HALIOMa HJIH HA aMIY.IbI METO10M I'leﬁﬂlﬂ)ﬂ nevyaTH.
KO/IbLUAMM. Mo 10 ammnyn Bvecte ¢ HHCTpYKuMed no
Ha AMNYJIbl  HAKJIEHBAKT JTHKETKH MEAHUHHCKOMY NMPHUMEHEHHID B Kﬂpﬂﬁ“ﬂ Hi
CAMOK/IESIIHECH  WIH  MAPKHPOBKY KapTona.
HAHOCAT HENOCPEACTBEHHO HA aMNYJIbi Kopobka oxneena syrukerkoii-tanaepoanio.
metoaom raybokoit newaru.
Ilo 10 amnys BMecTe ¢ HHCTPYKUMEH Mo
MEIHUHHCKOMY MPHMEHEHH IO B
KopoliKy H3 KapTona.
Kopobky  oxieHBAIOT  YTHKETKOI-
Ganaepoabio.
13. Maplcupon!ca Ha amnpae ykaiplBaloT  TOproboe JITI-Ne(006548)- Ha amnyiae YKA3AHBI TOprosoe
npesapia, momusarpamnw, obnew | (F1-RUMIOIZZS | o nns, oben  mpemapams 5
) s ! s
npenapata B MHUIWIHTPAX, NYTh MWUIHINTPAX, NYTh BBelIeHHs («B/B»),
BBE/ICHHA («B/B»), HOMEp cepuM, AATY HOMED CepuH, JATA  MCTEUCHHH  CpOKA
HCTEYEHHs CPOKA FOANOCTH, TO/IHOCTH.
Ha >mukemxe-6andeponu  yKaibiBawT Ha IMuUKemKe-danoepos yKa3anbl
HAHMEHOBAHME, TOBAPHBIE 3HAK M HAHMEHOBAHNE, TOBAPHBI 3HAK W ajpec
aapec  (cTpama, ropoa) Aepaatens (cTpana, ropoa) JAepRATENR
PErHCTPALIHOHHOTO YAOCTOBEPEHHS, PErucTPAHOHHOTO YAOCTOBEPCHMA,
TOprosoe HAHMEHOBANHE TOProBoe HAWMEHOBAHHE JEKAPCTBEHHOTO
JIEKAPCTBEHHOTO npenapara, npenapata, MEKIYHAPOAHOE
MEAAYHAPOAHOE HeNnATeHTOBAHHOE HenaTenToBANIoE HANMeHoBAHME WA
HAHMEHOBAHME  HA  DYCCKOM M pyCCKOM " anramiickom HILIKAYX,
AHCAHICKOM  SIIBLIKAX, JICKAPCTBCHHYIO JgeKapereHHas  GopMa,  KOHUEHTpPAaIMH,
dopmy, konuentpaunio, undopmaunio undopmanns 0 cocTaBe JCKAPCTBEHHOIO
0 COCTABE JIEKAPCTBEHHOrO NpenapaTa, npenapara, obnem npenapaTa B
ofLemM mnpenapata B MILTHJINTPAX, MILTHANTPAX,  KOJHYECTBO  aAMny’1 B
KOJHYECTBO  aMnysl B YIAKOBKE, ynakoske, «Crepuasno», «Buyrpusennon»,
«CTepHanno», «BryTpHBeHHO», «XpanuTh B HEI0CTYNHOM /UM jaeveil
«XpaHuTL B HEIOCTYNHOM AR aeveil mecten,  «Cnocol  mpumenenusi:  cm.
mecten, «Cnocob mnpumenenus: com. HHCTPYKUHIO no METHUHHCKOMY
HHCTPYKIHKO no MEHUHHCKOMY NPHMEHEHHION, YCA0BHS XpaHenns,
NPHMCHEHHIO»,  YCJIOBHA  XpAaHeHHs, YCIOBHS OTHYCKA, INTPHXOBOH KO,
i-:[cnonuﬂﬁornyuca, aripuxosod kog. H a kopolke ykasansl HOMEp cepun i Aara
a KopolKe YKAILIBAIOT HOME] CCPHH H
aaTy ulz?reqelfuu cpoKa ronuocru. ’ IoNie, "'égﬁﬂ?“%lr?ﬂ'{ “Tiereuennsn cpoka
JlonyckaeTess  Homep cepum M aaTy FOAHOCTH  HAHECEHBI  HA  BTOPHUHYIO
HCTEYEHHS CPOKA TOAHOCTH HAHOCHTH (NMOTPeOHTENLCKYI0)  YNAKOBKY — METOI0M
HA  BTOPHYHYIO  (MOTPEOHTENLCKYIO0) neuaTu.
YNAKOBKY B BHIe peibeHbIX 0TTHCKOB Cpeacrea wientudukanun (KOHTPOILHLII
HJIH METO/10M NMEeYATH. naenTHGuKAUHONNLIT  IHAK, nepeMennas
Iipn HeoOX0AHMOCTH cpeacTea HHGOpPMANNA, HOMED CepHM M 1aTa
HACHTHGHKAUHK (KOHTPONLHbIH HCTEHeHHA CPOKA  TOAHOCTH) HAHECEHLI:
HACHTHOHKAUHOHHbI AHAK, KOpoOKa — HA ITHKETKY-6aH/1epoIh.
nepemennas  ungopmauns, HoMeEp
CCPHM M IATA  HCTEHEHHS  CPOKA
rOIHOCTH) HAHOCATCA: Kopobka — ma
ITHKETKY-0 poik HIAH ¢ Y0
0T MAPKHPOBKH CTOPOHY KO
14. | Cpok roanocTi . JITI-Ne(006548)- L .
(cpok XpaHeHHs ) (Pr-RU)-101225
13 | Yenosus B 3a1MIIeHHOM OT CBETAa MecTe NpH Temrnepatype He Boie 25 °C
XpaHeHHs p patYP )

KoutponbHslit macTep

— Emennsnosa

(pamuann)

— Epemeepa

oF.
: «17» 06 2026 r
/ (noanuck) (nara)

/

pAacTBOp A5 BHYTpHBeHHOro Beaenns 24 mr/mi 10 mu, amnyasi (10), kopoGku
g 380626 coorBercrByeT TpeboBanusam JIII-Ne(006548)-(PI'-RU)-101225 (nocaenosarensnocts 0002)
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®01-COII-2300-157/02-25

CEPTUOUKAT CEPHHU

TI'oToBbIii TeKapcTBeHHbII Npenapar

Ne 1814/26

HaumeHoBaHue

Dyehunnun
pacmeop 0ns eHympusennozo egedentis 24 me/mn 10 mn,
amnyael (10), kopobku kapmonnsle

MesknyHapoaHoe HeNMaTeHTOBAHHOE HAUMEeHO- Amurnoghunnun

BaHue (TPYNNHPOBOYHOE HJIH XHMHYECKOe)

Homep cepuu 380626

O6bem cepuu 12707 yn.

Jara npousBoacTea 10.06.2026

Jata OKOHUYAHUA CPOKA FOAHOCTH 3 z00a
Ho 06.2029

Homep pericTpaHoHHOro YI0CTOBEPEHUs H
AATa perHeTpaunu

JHT-Ne(006548)~(PT-RU) om 13.08.2024

Hama nepeocpopmnenus 10.12.2025

Pezucmpay yooc P JIC-001731 om 18.11.2011 npusedeno & coom-

¢ Tp tusmu EADC onn nexapemeennsix npenapamos. Jokymenmst u
danmvie, codepxcauyuecs 8 oo M p HOM docee, €o yIom
HO CB0EMY COOEPICAHUI0 OGHHBIM PEUCMPAUOHHOZ0 00ChE 3APE2UCMPUPOBAHIOZ0
1020 NP ama U He COOepAHCAm UIMEHeHUil, BAURIOUJUX HA KAYecmeo,
aghhexmuarnocmy, 6e30RACHOCMb UAU COOMHOMWENUE (RONbIA-PUCKY N1EKAPCINGEHHO20
nApenapama.

Jexkape

HaumeHnoBaHue u ajpec aepxarTed perua-
CTPALUHOHHOI'0 YA0CTOBEPECHHA

Axynoneproe obwyecmeo «JAJTbBXHMPAPMy
(A0 «JAJIBXHM®APM»), Poccuiickas Dedepaus,
680001, Xabaposckuii kpai, 2. Xabaposck, ya. Tawkenmeras, 0. 22

Homep HOPpMATHBHOI T0KYMEHTAUMH

JIT-Ne(006548)-(PI-RU)-101225

(nocnedosamenvrocms 0002)

IIpoussenexo,
ajpec NPOH3IBOACTBEHHOH MJIOMAAKH

Axyuoneproe obugecmeo « JAJIBXHM®PAPM)»
(AO «JAJIBXHM®APM»), Poceuiickan Pedepayus,
680001, Xabaposckuii kpaii, 2. Xabaposck, ya. Tawkenmekas, 0. 22, emp. 2

Ynakosano,
ajipec MPOH3BOACTBEHHOI MIOMAAKH

Axyuoneproe obugecmeo « JAJIBXHMDAPM»
(A0 «JAJIBXHM®PAPM»), Poccuiickas ®Pedepaiyus,
680001, Xabaposckuii kpati, 2. Xabaposck, ya. Tawxenmexas, 0. 22, emp. 2

Beinyckalomuii KOHTPOJIb KavecTBa,
ajpec NPOM3BOACTBEHHOI MJIOLIAAKH

Axyuoneproe obugecmeo «JAJTBXHMDAPM»
(A0 «JATTBXHMPAPM»), Poccuiickas Pedepayus,
680001, Xabaposckuii kpat, . Xabaposck, ya. Tawkennmexas, 8. 22, emp. 8

PE3}'J] bTAaThbl AHAJTH30B

ITlacnopm Ne 38/1893-26 om 25.06.2026

JInuen3us Ha IPOM3BOACTBO JEKAPCTBCHHBIX
CpeacTs Jid MEJHIHHCKOro NpHMEHEHHS

Pezucmpayuonnviit Homep nuyensuu
JI012-00102-77/00010391

CepTudguKaThbl COOTBETCTBHA TPeOOBAHUAM
IpaBua Hagaexamei NpoU3BoCTBEHHONH
npaktuky Eppa3ulickoro sxoHoMH4ecKoro
cor3a

Cpok aeiicteus ¢ 03.08.2023 no 02.08.2026

Ne GMP/EAEU/RU/00911-2023
(Xabaposckuii kpai, 2. Xabaposck,
yn. Tawxkenmcekas, 0. 22, cmp. 2)
Ne GMP/EAEU/RU/00915-2023
(Xabaposcikuii kpati, 2. Xabaposck,
ya. Tawkenmckas, 0. 22, cmp. 8)

3anBJeHHe 0 cepTHOHKALHH

HactoAlum f NOATBEP3KAAIO, YTO NPHBEACHHAS BEIIE HH(OPMALIUA ABIAETCH A0CTO-
BEPHOH H TOUHOI.
Jlaunas cepus npousseaena u ynakosana Ha AQ «JAJIbBXMM®APM» u Ha ocHosa-
HHH TOTO, 4TO:
* CCpHA MPOM3BENCHA B COOTBETCTBHHM C TpeGopauuamu [paBun nanneswauiei
NPOH3BOJICTBEHHON NpakTHKH EBpasniickoro 3KoHOMHYECKOTO COH03a, JIHLEH3H-
eif Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB H TPEGOBAHHAMM KOHTPOJIA Kaue-
CTBA JIEKAPCTBEHHDBIX CPE/ICTB;
* cepus OTBEMaeT TPeGOBAHHAM PErHCTPALHOHHOIO JI0Che;
* IOKYMEHTALMA 10 JAHHOH CepHH MpoLLIA NPOBEPKY HA MOJIHOTY M A0CTOBEp-
HOCTB ¥ GBLIA YTBEPHJIEHA JHLAMH, OTBETCTBEHHBIMA 33 NMPOH3BOACTBO M KOH-
TPOJIb KA4ecTBa
paspeleHa K Bbilycky Ha teppuropun Poccniickoii ®ejepanmu

(DBMHJIIHI, HMsl, OTHYECTBO U JOJIZKHOCTD YII0J1-
HOMOY€HHOI'0 JIHLA

Hebbinosckas T.B. — nupekTop no kauecTsy

Tloan OMOYEHHOr 0 JTHIA
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