% PA3PEIIEHUE HA BBIITYCK
JJEKAPCTBEHHOI'O CPEACTBA B OBPAIIIEHUE
Ne 1750/25
®01-COI1-2300-157/01-21
HaumenoBanue [Hubazon

Pacmeop O/ GHYMPUGEHHO20 U SHYMPUMBIUEYHO20 66E0eH U
10 me/mn 1 mn, amnyaet (10), kopobxu KapmonHbie

MeskayHapoaHoe HeNATEHTOBAHHOE HAHMEHO- Benoason

Banue (CPYNNHPOBOYHOE HJIH XHMHYECKOe)

Homep cepun 70525

O6bem cepun 29481 yn.

JlaTta nponsBoacTBa 29.05.2025

Cpok roaHocTH 4 200a
Ho 05.2029

Homep perucTpanHoHHOr0 YA0CTOBEPEHHS H
AAaTa perHcTpanuu

JIT-Ne(005640)-(PT-RU) om 31.05.2024
Pezucmpayuonnoe ydocmosepernue JIC-001560 om 02.04.2012 npu-
gedeno ¢ coomeemcmeue ¢ Tpebosanuamu EASC ona nexapcmeen-
Hbix npenapamos. JJokymenmvt u Oanuvle, cooepiicauuecs 6 06HOs-
JIEHHOM De2uCmpaytoHHOM 00Cbe, COOMBEMCMBYION HO CB0eMY CO-
QepHCanulo OaHHHIM PeUCMPAytoHHO20 00Che 3aPecUcmpPUpPOEanHo-
20 NeKAPCMEENHO20 NPenapama U He COOePHCAM UIMEHEHUN, G-
owux Ha Kauecmao, sghghekmusHocmy, be3onacHocmy Ul COOMHO-
WeHUe «NONb3A-PUCK) IEKAPCMBEHHO20 NPenapama.

HanmenoBanue u ajpec Aep:Kare/is pern-
CTPALHOHHOTO YA0CTOBEPEHH

Omrpwimoe akyuoneproe obujecmeo «JAJIBXUM®PAPM»
(OAO «JAJIBXHM®APM»), Poccuiickan Pedepayus,
680001, Xabaposckui kpail, 2. Xabaposck, yn. Tawxenmckas, 0. 22

Homep HOpMATHBHOH JOKYMEHTAIHHA

JTT-Ne(005640)-(PT-RU)-310524

(nocnedosamenvHocmy 0001)

IIpousseaeno,
ajpec NPOH3BOACTBEHHOMH MIOMATKH

Omxpeimoe axyuoneproe obwecmso «JAJIBXHM®DAPM»
(OAO «[TAJTBXHM®APM»), Poccuiickas @Pedepayus,
680001, Xabaposcxuil kpail,2. Xabaposck, ya. Tawkenmcekas, 0. 22, cmp. 2

¥YnakosaHo,
aJapec NPOH3BOACTBEHHOM NIOIATKH

Omxpeimoe axyuoneproe obupecmso «JATBXHMDAPM»
(OAO «JAJTBXHM®APM»), Poccuiickaa Pedepayus,
680001, Xabaposcxuii xpaii,2. Xabaposck, ya. Tawxenmexas, 0. 22, cmp. 2

Brinyckawiuii KOHTPOJIb KavyecTBa,
ajipec MPOH3BOJCTBEHHOH MIOMAAKA

Omxpwimoe axyuoneproe obuyecmeo «JAJIBXHM®PAPM»
(OAO «JAJIBXHM®PAPM»), Poccuiickaa Pedepayus,
680001, Xabaposckuii kpay,2. Xabaposck, ya. Tauxenmckas, 0. 22, cmp. 8

HOMep nacnopra, 1aTa BblaaiH

Ne 7/2071-25 om 30.06.2025

JIMuen3us HA OCYyIlecTBJIEHHE MMPOH3BOJCTBA
JIEKAPCTBEHHBIX CPECTB

Pezucmpayuornblii HoMep Juyen3uu
J1012-00102-77/00010391

CepTH(HKATLI COOTBETCTBHA TPeOoBaHMAM
IIpaBun Hagexkaeii IPOH3BOACTBEHHOMH
npakTHKH EBpasHiicKoro 3x0HOMHYECKOro
coio3a

Cpoxk aeiicrsusg ¢ 03.08.2023 o 02.08.2026

Ne GMP/EAEU/RU/00911-2023
(Xab6aposckuil kpaii, 2. Xabaposck,
yn. Tawkenmexas, 0. 22, emp. 2)
Ne GMP/EAEU/RU/00915-2023
(Xabaposckuil kpaii, 2. Xabaposck,
yu. Tawxenmeras, 0. 22, cmp. 8)

HacTosIm|M A NOATBEPAIALD, YTO NPHBEEHHAs Bbillle HH(OPMALIUA ABIAETCS IOCTOBEPHOH H TOYHOH.
Jannan cepus npoussesena v ynakoeana Ha OAQ «/IAJIbXHMM®APM» ¥ Ha OCHOBaHHH TOTO, 4TO!
* cepHs NPOM3BEJEHA B COOTBETCTBHH ¢ JeficTByromumy [IpaBunamu Hauiexaled  MPOH3BOACTBEH-
HOM MPaKTUKH, JIMLEH3HEH Ha MPOM3BOICTBO JEKAPCTBEHHBIX CPEACTB M TPeGOBaHHAMH KOHTPOIS

Ka4ecTBa JIEKapCTBEHHBIX CPEACTB,

* cepHsi OTBeuaeT TPeGOBaHHMAM PETHCTPALMOHHOTO JOCkHE;
* JOKYMEHTAIIMs 10 JaHHOM Cepyy NpOLLUIA IPOBEPKY Ha MOJHOTY M JIOCTOBEPHOCTh M OblNa yTBEp-
JK/JI€Ha JIHLIAMH, OTBETCTBEHHLIMH 3a TNPOM3BOJICTBO M KOHTPOJIb Ka4ecTBa
paspeuiena K esinyeky Ha meppumopuu Poccuiickoii @edepayuu

Heb6smosckas T.5.
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0AO JIAJIBXUHM®DAPM>»

Haumenosanue

Homep cepuu (naprun)
Jlara npounsBoucrTsa

T'ojen 1o

IMACIIOPT Nz 7/2071-25

Jludazon

Obmee Koan4ecTBO cTpanng 2
Crpanuua 1

PACTBOP /AJIfi BHYTPHBCHHOIO H BHY TPHMBIIIEYHOI0 BBEACHHH
10 mr/sur 1 mur, ammy.abi (10), KopoOKH KapToHHbIE

70525

290525

0529

KosimuecTBo npojaykiun B cepun

(kr, mr. v T.J1.)
Hopmarusubiii 10kymMenT

29 481 yn.

JITI-Ne(005640)-(PI'-RU)-310524 (nocaenosareinnocts 0001)

Kauectso NPENAPATA FAPAHTHPOBANO B TEYEHHE CPOKA FOAHOCTH MpH cofimonennn yUlOBll“ XpaHeHusa B ﬂp"l'l"ll.’ll:ll()n YNakoBke.

No I{aumeuonau:le TpeGosanus HJ{ H/I na MeTOEBI Pesynbrarsl
n/n nokasareJcii HCTIbITAHHI HenbITAHMI
1. | Onucanne Ipo3paunbiii GecuserHblii JIT-Ne(005640)- Ipospauneiii  Gecuserubiii
PACTBOP € XAPAKTEPHBIM 31- (PI'-RU)-310524 paACTBOP € XapaKTePHbIM
nmaxom janaxom
2. Haentudukanns 1.¥YabTpaduosnerosbie cnek- JIN-Ne(005640)- I.¥YneTpaduonerosnie
TpbI NOrI0UIeHHs pacTBopa b (PI'-RU)-310524 CHEKTPBI MOIVIOLIEHUS pac-
HCNBITYEMOr0 pacTsopa re XI1v, TBOpa b nenbiTyemoro pac-
pactropa Il cranaaprroro O®C.1.2.2.0001.15 TBOpa 1 pacreopa Il cran-
pacTBopa Genaa3o/1a ruapo- AAPTHOrO pacTBopa bewnia-
xjaopuaa (Gennaszona) B odira- 30012 ruapoxJopuaa (benna-
cTH 0T 225 10 300 um n0/1KHBL 3o1a) B o6acTH oT 225 1o
MMETh MAKCHMYMBbI i MHHH- 300 HM MMEIT MAKCHMYMBI
MYMBI IIPH OJIHHX H TeX XKe H MHHHMYMBbI IIPH OJIHHX H
JUTMHAX BOJTH, Tex ke JTHHAX BOJIH.
2. KauecTBeHHble peakuun (2) 2. IoaTBep:RaeH bl
3 ITpo3paunocTs Jonzken DbITH NPO3PAUHBIM I'o X1v, Ipo3paunbiii
i O®C.1.2.1.0007.15
J1oJ17K€H BbIIEP/KHBAThL CPaAB- re Xiv,
__4# ik HCHHE ¢ 3TI:;J10H0M ng ODC.1.2.1.0006.15 e secmoturiea: s
5. | pH e X1v,
28-33 O®C.1.2.1.0004.15 3,15
nmoTeHuHoMeTpHuue-
cKuii
6. TMpumecn He Goaee 0,05% JITT-Ne(005640)- Menee 0,05%
(PI'-RU)-310524
il [y JI1-Ne(00S640)-
bengasona  ruapo- (FERLalams
ro xiv,
xjiopua (denpason) 9,0 = 11,0 mr/mn ODC.1.2.1.1.0003.15 10,1 mr/mn
Conpr yTHII0BBII 9-11% | T ) 9,9 %
8. | Crepuabnoctn Jlos1eH BbIACPKNBATE ro X1v, CrepuiabHblii
HCIBITAHNS O®C.1.2.4.0003.15 an. Ne f&’*rfa
9. bakTepnanbubie He 6os1ee 8,75 E9/mr I'e X1V, Menee 8,75 ED/mr
JHAOTOKEHHLI 0®C.1.2.4.0006.15 | an. No - ¥
10. Hisaekaemblii He menee 1,0 ma e X1v, 1,0 ma
00BbiEM O0dC.1.4.2.0003.15
XHMHK-AHAJIHTHE — Jloponuna fiir / «27» 06 2025
(pammans) (noanues) ’ (naTa)
Havuaibnuk  Mukpodnosio- <oBa | ‘-Jﬂbl wute 10 W ;‘1 E‘L (3,8 2025 ¢
ruyeckoii Jadopatopun - (damwns) | (moamuck) (aara)




crpannua 2

% Haumenosanne Tpedoanus HJL i ue M"mfb' Pesyasrate uennrranmii —{
n/n nokasareJeii HCNBITAHMIT = o
1L | Bunumsie He Gosiee 9 3 315 wryw amny: wan I'e XI1v,
HexanmTECKme ne Gosee 23 w3 630 wryk amnya OMdC.1.4.2.0005.18 1315
BRJAKYCHHRA
Hesnaumuie HacTuu 2 10 MM - ne 6oaee 6000/amn, 1 XY, 12/amn,
MEXABNYEcKie HacTHu = 25 mxm - we Gosree 600/amn. O®C.1.4.2.0006.15 0/asm.
BRJAKYEHHS
12. | ¥nakonka Mo 1 ma 8 avnyaes tana I neitrpaasno- Mo 1 ma B amnyast Tuna W weiirpasin-
o CTeK1a WJIH ﬁecune‘l‘nurn CTeKa nepsoro JIH_M(005640)_ HOTO CTERJIA ¢ TOMKAMH HALTOMA.
THAPOJHTHYECKOI0  KJACCA € TOYKAMH (PT-RU)-310524 Mapkuposka nanecena wenocpeactsenmo
HALTOMA HIH KOJIBLUAMH. HA AMNY.I6E MeTOA0M ray6okoii newarn.
Ha ammyaer makaensawt ITHkerkn ca- Io 10 amnya Bwmecre ¢ uncrpykuneii no
MOK. o HIH Map F Y HAHOCHT Ml.'.’lllllll"\'l\'(}!l)‘ NPHMEHENII0 B Ku[lﬂﬁh'['
HENOCPEACTBEHHO HA  AMOYILI  METOAOM W3 KapTona.
raybokoii newartu. Kopofka oxaeena ITHKETKOii-Danaepo-
Mo 10 amnya Bmecre ¢ HHCTPpYKuMe# no RSN
Me KOMY HI0 B KopobKy u3
KapToNa.
KopoGxy OKJIEHBAIOT ITHKETKOI-
Banaepoanio.
13. Mapk‘l{pomca Ha amnyae ykaisisawT Toprosoe nanmeno- Ha amnyae ykazans toprosoe manseno-
BAHME JICKADCTBEHHOID MNPENapaTa, Kou- JHT-Ne(005640)- BAHWE JIEKAPCTBENHOTO NPEnapaTa, Kon-
UEHTPALUNIO, NYTH BBeAeHus («B/By, «B/M»), (PI-RU)-310524 UCHTPAUMSA, NYTL  BBeAenns  («B/By,
00BeM npenapata B MHLTHINTPAY, HOMep «B/M»), ofibeM npenapata B ML
CEPHH, 1ATY HCTEHEHHS CPOKA TOAHOCTH, PAX, HOMED CepPHM, IATA HCTEUCHNS CPoKa
Ha dandepoau  yxai T FOANOCTH.
HANMEHOBANHE, TOBApHLIi IMAK M aapec Ha ImuKemre-dandepo.au YRATANEL
(cTpamna, ropon) aepxartens pernctpaunon- HAUMEHOBANNE, TOBAPHBIL 3NaK n aapec
HOIO YIOCTOBEPEHHS, TOProBOE HAWMENO- (cTpana, ropoa) aepxatens perncrpaun-
BaHHe JCKAPCTBEHHOTO npenapara, MexIY- OHHOTO \r'.'lOCT()BEpﬂ!l[H TOProsoe wanme-
P HEnaATen T HoBa JCKAPCTBEHHONO  mpenapata,
HA PYCCKOM M anraniickom AIbIKAX, JeKap- MCKIYHAPOAHOE HENATENTOBAHNOE
CTBEHHYI0 OPMY, KOHIEHTpAtHIo, uugop- HAHNMEHOBAHUE HA PYCCKOM M am ii-
MAUHK O COCTaBe JICKAPCTBEHHOIO npem- CKOM  S3LIKAX, JeKApCTBennan q:l'lpMﬂ.
PATA (HANMEHOBAHME W KOJHUYECTBO eii- KOHUCHTpauNA, undopMauns o cocrape
CTBYIOUICTO BEHIECTBA W Nepevent BCNOMO- JICKAPCTBENHOr0 npenapata  (Hanmeno-
FATEIbHBIX BewecTs B 1 ma npenapara), BaHHe M KOJHuECTBO  eiicTByOmEero
00beM NpenapaTa B MULTIINTPAY, KOIHYe- BCIIECTBA W NEPEUCHb BCIOMOTATEC IbHbIX
CTBO amny.a1 B ynakoske, «Crepuannon, Bemecrs B 1 s npenapara), ofkem npe-
«BuyTpusennoy, «Buyrpumsimeunon, napata B MWLUIHAHTPAX, KOJAHYUECTBO
«XpamuTL B HCAOCTYNHOM 18 JeTeii me- amnya B ynakoske, «Crepmwianion,
cren, «Cnocol npuMesnenns: om. HHCTPYK- «Bnyrpusennon, «BuyTpuMBIIeHOY.
HHIO N0 MEIHIMHCKOMY  NPHMEHEHHION, «XpanuTh B umeaocTYnHMom aam  aerveii
YCTOBHA  XPAHEHHSA, YCJAOBHA  OTHYCKA, mecren, «Cnocob n soeM. un-
WTPHXOBO# Koa. CTPYKUHIO no  Men HCKOMY npHMeHe-
Ha kopoike yxaiwipaor HOMED CepHH M HHIO», YC/I0BHSI XPAHCHHH, YCIOBHA OT-
AATY HCTEMEHMA CPOKA TOAHOCTH. NYCKA, WTPpHXoBoil Ko,
Jlonyckaetcs womep cepum u aaty mcrewe- Ha wxopofke ykasamwt nomep cepum n
HHH CPOKA FOJAHOCTH HAHOCHTL HA BTOpHY- AaTa nerevenus CPOKAa roanocTm.
HYI0 (10TPEGHTEILCKYI0) YNAKOBKY B BHI¢ Homep cepun w aata werewenns cpoka
PeIbEPHBLIX OTTHCKOB WM METOA0M meua- FOAHOCTH HANECENLI HA BTOpHUNYIO (no-
TH. TPEONTEILCKYIO)  YHAKOBKY MeTOa0M
Hpun ueobxoaumocTn cpeacrsa HIeHTH - neuaTu.
Kauun  (KOHTPoaLHLIi  MaenTudukaunon- Cpeacrsa waentudgurauny  (Konrpos-
wblil 3naK, nepemennan wndopmanns, Ho- Heli wienTnduKAIONNLI InaK, nepe-
MEp CepHM, NATA WCTEUEHHA CPOKA TOAHO- MeHuan nuopmanns, vomep cepi a
I.‘Tl!) HAHOCATCH: ROpOﬁKa — Ha HTHKETKY- HeTeHeHns cpoka I'O,‘IINDETII) Hamecen
Gangepoan win csoboanyio ot MaPKHPOBKH KOPOBKA — Ha ITHKETKY-0anaeposin.
cTopony Kopobxn. -
14, | Cpok roanoctu 4 rona JITI-Ne(005640)- 4 roga
(cpok xpanenus) (PI'-RU)-310524 -
15. | Yeaosun B saummmennom o7 cBeTa MecTe npu Temnepatype ve suime 25 °C.
XpaHeHus =

Kontpoasuwiii mactep

amnynp!(ﬂ},‘—v
- Xe(008640)-(PT-RU
Hauanbmik OKK 2.2

OKH Ka

74

A «25» 06 2025 ¢
(no.ﬁun.) (naTa)
3akmouenne OKK: Jlnb6a30.,1 pacTBop 47151 BHYTPHBEHHOTO H BHYTpuMbIIeuHoro Beeaenust 10 mr/mia 1 ma,
prounbie cepus 70525 coorercTBYeT TpeboBanmusm
-310524 (nocaeanosatensnocts 0001) B 3 P
i TC» O6  aps:
(pammamsn) {1ara)

(noanmics)



