& PA3PEIIEHHUE HA BBIITYCK
JEKAPCTBEHHOI'O CPEJACTBA B OBPAILIIEHUE
Ne 3489/25

®01-COII-2300-157/01-21

HanmenoBanue Llubason o |

PACIBOP ONA GHYMPUBLHHOZO U GHYMPUMBIUETHOO GELOCHIA |
10 mefn 5 ma, amnyner (10), kopobru kapmonisie

Meuynapoanoe HenaTeHToBANNOE HAHMEHO- Benoason
Banue (FPYNNNpPoOBOYHOE HIH XHMHYECKOE) |
Homep cepun 81125 - ‘
. OGnem cepun 12600 yn. - |
JlaTa npoussoacrna 24.11,2025 - |
Cpoxk rognocru 4 200a - ‘1
Ho 11.2029 ‘
Homep perucrpantnonHOro yaocrosepenns u JHI-Ne(005640)-(PI-RU) om 31.05.2024 o ‘
JIATA PerueTPALHI Pezucmpayuonnoe yoocmosepenue JIC-001560 om 02.04.2012 npu-

sedeno 6 coomeememaue ¢ TpeGosanuamu EADC dnst nexapemoei-
Hulx npenapamos. Hoxymenmei u dannvle, codepocauueca 6 oinoo- |
JNEHHOM Pe2UCHPayuoHnom 00Cbe, COOMBEMCMBYION NO CGOEMY Co- |
0epICANUI0 QAHHBIM PESUCMPAYUORHOZO QOCHe 3APESUCINPUPOGUIIO- |
20 JIEKAPCMEEHHO20 NPEnapanmd i He coOepican UsMeneni, ‘
OUUX HA KA4ecmeo, shghexmuaiocs, Ge3onaciocms i coonino- |
uieHue «NONb3a-PUCK) NEKAPCMGEHII020 nPpeRapan.

HanmenoBanue n ajpec epiarelis peru- Axyuonepuoe obugecmao «JAJTBXUMPAP M
CTPANHOHHOIO YI0CTOBEPEHHUS (AO « TAJIBXUMBAP M), Poccuiickas @edepaiua,
680001, Xabaposckuii kpat, 2. Xabaposck, yu. Tawkenmeras, 0. 272
Homep nopmarusuoii gokymenranuu JHI-Ne(005640)-(PT-RU)-310524
(nociegosamenviocms 0001) ) l
Ilponseeneno, Aryuoneproe otugecmso «{ATBXHMDAP My ‘
apec NPOM3BOACTBENNOH IJIOMAJKN (AO «JAJIBXHM®APM»), Poccuiickan Gedepayus, |
680001, Xabaposckuii kpaii,e. XaGaposck, yi. Tauwenmeras, o. 22, ep. 2 :
Ynakosano, Axyunonepnoe obupeemso «/[AJIBXHMPAPM» '
ajpec NPOH3ROACTBEHHOM IJI0IALKH (AOQ «TAJIBXHM®APM»), Poccuiickas @edepayus, _‘
680001, Xabaposcwuii kpaii,2. Xabaposer, yu. Tauxenmesas, 0. 22, cp. 2
Brinyckalonuii KOHTPOL KavecTsa, Axyuonepnoe obupecmao «/IATBXHMPBAPM»
aapec “pOHSBDHCTBEH“Oﬁ IJIO I AJKH (AO ((ﬂAﬂbXMMG)APM)))J Poccuiickas (f)@dr,’pm,'u.!r.
680001, Xabaposcrui kpati,e. Xabaposcek, yn. Tawkenmexas, 0. 22, cmp. &
Homep macnopra, 1ata BelAaYMH MNe 8/4005-25 om 10.12,.2025 )
JInnensHs Ha OCYNIECTRICHHE NPOH3BO/CTBA Pezucmpayvionnuiii noyep nuyensuil
JIEKRAPCTBEHHBIX CPE/ICTR JI012-00102-77/00010391 - »
CepruHKraTbl COOTBCTCTBHA TPeGOBAHHIM Ne GMP/EAEU/RU/00911-2023
Il_l)ﬂB"J] HajL1esKaneii npoﬂgﬂoﬂc'rge“uoﬁ (Xabaposckuii kpail, 2. Xabaposck,
npakTHKH EBpasuiickoro skonoMuueckoro yn. Tawxenmexas, 0. 22, cmp. 2)
“hiiEd Ne GMP/EAEU/RU/00915-2023

Cpox peitersus ¢ 03.08.2023 no 02.08.2026 (Xuﬁapz;@.mclt:r ,k‘_’m”' Xagujwm;;\'
. Tawwenmeras, 0. 22, emp. 8) s
HacToalum 5 noATEep:KAalo, YTO NPHBEIeHHAas Bbille HH(OPMALUA ABASETCS AOCTOBEPHOI M TOUHOI.
Hannaa cepua npoussefeHa n ynaxosana na AO «JAJIbXUM®DAPM» 1 Ha 0CHOBAHWH TOTO, YTO:
* CEpHA TIPOM3BEAEHA B COOTBETCTBHMM ¢ JeHcTByrowumK [lpasuiamu Haanesaiieii npousBojcTeesiol
NPaKTHKH, JIMLEH3HeH Ha NPOM3BOJACTBO JIEKAPCTBEHHBIX CPEACTB W TPeBOBAHMAMHI KOHTPOJIS KAUCCTEA
JIEKAPCTBEHHBIX CPECTB;
* cepus oTBeuaeT TpeGoBaHHsIM PerucTpaLMoOHHOrO J0Che;
* JOKYMEHTAUMs M0 AAHHOH CepHK MpOLLIA NPOBEPKY Ha MOAHOTY W JIOCTOBEPHOCTL M Obiila YTBEp, Ll
JIMLIAMHN, OTBETCTBEHHBIMM 3@ MPOM3BOJCTBO M KOHTPO/Ib KAUECTBA
paspewiena k sotnycry ia meppumopuu Poccuiickoi @edepayuu
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AO «JAJIBXUM®APM»

HaumenoBanune

Homep cepun (naprun)
JlaTa npon3BojacTBa
I'osten o

Koanvecrso npoaykuun B
cepun (Kry T, H T.JL.)
Hopmarusnblii jokymenrt

ITACITOPT Ne 8/4005-25

Jlubazou

Ofuwee KomuecTso crpanin 2
Crpanmua 1

PACTBOP /ISt BHYTPHBEHHOI0 M BHYTPHMBIIICYHOI'0 BBE/JICHHS

10 mr/mar 5 mar, amnyJisi (10), kopoOxku KapToHHBIE

81125

241125

1129

12 600 ym.

JII-Ne(005640)-(PT-RU)-310524 (nocaenoarennuocrs 0001)

Kauecrso npenapata rapanTHpoBANO B TEHCHHE CPOKA TONHOCTH NPH cO6II0CHNN YCI0BHIT XPAHEHHA B OPHIHHAILHON YIAKOBKE,

TPbI noraomenns pacreopa b
HCNBLITYEMOr0 PACTBOPA W
pacrsopa Il cranaapruoro
pacTsopa Genaasoa ruapo-
xaopuaa (bennasona) B obna-
cri ot 225 10 300 HM 10JEKHBI
HMETh MAKCHMYMbI H MHHH-
MYMBbI [IPH OJAHHX H TeX xe
JUTHHAX BOJIH,

2. KauecTBennbie peakunu (2)

(PT-RU)-310524
ro Xiv,
O®C.1.2.2.0001.15

N HaumenoBanue Tpetoranua HJl H/I na meto/abl Pesyn It‘l‘a'l'l)l
n/n nokasareneii HCNBITAHMI UCNbITAHMI
1. | Onucanne Ipospaunbiii GecuBeTHbII JHT-Ne(005640)- ITpospauneiii  Gecusernsiii
PacTBOP ¢ XapaKTepHbIM 3a- (PI'-RU)-310524 pacTBOp € XapaKTepHbLIM
axom 3amaxom B
2, HaenTndurkanns L.¥YabTpaguoieroBbie cnek- JHT-Ne(005640)- 1.YabTpaguoierosoie

CHEKTPBI NOJIOIICHHS pac-
TBOpa b menwiTyemoro pac-
TBOpa u pacrsopa Il cran-
jlapruoro pacrsopa Oewa-
30014 ruapoxaopuia (Genaa-
3ona) B obaacTu o1 225 1o
300 HM MMEIT MAKCHMYMBI
H MHHHMYMBI IPH O/IHHX |
TEX e VIHHAX BOJIH.

2. lloarBepxaennt

(PI'-RU)-310524

3. [pospaunoctn Jlozken GbIThL NPO3pauHBIM e X1v, Ipospaunmiii

) - OdC.1.2.1.0007.15
i JloJken BbUIEPKHBATE CPaB- I'o X1V,

) % A B HCHHE ¢ 3T[:mouom B.,p O®C.1.2.1.0006.15 Menee srasions By

s, pH ro X1v,

2,8-33 O®C.1.2.1.0004.15 3,20
lIOTt‘llllllﬂMt’l’pH'ltCk‘l!ﬁ
6. [pumecn He Goaee 0,05% JITT-Ne(005640)- Menee 0,05%

T Koan4ecrsennoe
onpeaeicHue

bennaszosna  ruapo-

JI1-Ne(005640)-
(PT-RU)-310524

xaopua (denaason) 9,0 — 11,0 mr/ma 0DC I;(;) lxl“t;ill]:& 15 9,9 mr/ma
CrnupT 3THI0BBIT 9% | T ) 101%
8. CTrepuibHoOCT JloJrken BbUICPKHBATE I'ad X1V, Crepuiabubiii
HCNBLITAHNS O®dC.1.2.4.0003.15 aH. Ne j#azf -
9, bakrepuaibubie He 6osiee 8,75 ED/mr I'e X1V, Menee 8,75 ED/mr
IMAOTOKCHHbI ODC.1.2.4.0006.15 | an. Ne 2~
10. | M3Baexaembiii He menee 5,0 ma o X1V, 5,0 mn
00bEm O®C.1.4.2.0003.15
XHUMHK-aHAIHTHK — ®uaunnosa % «06
(parmansn) @oanucs) (naTa)

Hauanbunk  mukpobuosno-
ruyeckoii nabopatopuu

7 td:ammmni

2025y

(moanucs)

(nata)




crpaniia 2

i “a"mm“"fw TpeGosauus HJI L it shnanis) PesyanTaTsl uenbiranuii
n/n nokasaresei HCNBITAHKI
1L | Bainiie JloJrKen BLUIEPKHBATE re XxXiv, Britep&unaer
MexXaHHvecKne TpcGopANR ODC.1.4.2.0005.18 - n
BRAOYEHHS L B . rpeGoBanus
Hesuanmbre re xiv,
MEeXAHHYECKHE Yacruu 2 10 mem - ne 6oree 6000/amn. 0O®C.1.4.2.0006.15
BIIOYCHHS Yacruu > 25 mem - we Goaee 600/anmmn.
12. | ¥Ynakogka ITo 5 s B amnyast Tuna HI neiirpass- Mo 5 ma 8 amnyast Tuna I neiitpaanuo-
HOro cTekiaa wian OecuBeTHoro crek.a JI-Ne(005640)- 0 CTEK/A ¢ TOUKAMH HALIOMA, |
NEPBOro  FHAPOJANTHYECKOTO Kaacea ¢ (PI-RU)-310524 MapKHpOBKA HAHECEHA HENOCPCACTBENNOD
TOUKAMH HAZIOMA HAKH KOJIbIL . HA AMAOYJ1LE MeToA0M riayGokoii neuaTn.
Ha amnyiel makiaemBaloT YTHKETKH ca- Mo 10 amnya smecre ¢ umcrpykumneii no
MOKJIEAUINECH WM MADKHPOBKY HAHOCHT MEAHUHHCKOMY NPHMEHEHNIO B KOpoOKe u3
HENOCPEACTHENIO HA AMIY/IbI METOAOM KAPTOHa.
rayGokoit nevaTn. Kopolika oxseena syrukerkoii-danaepoasio.
Mo 10 amnys Bmecte ¢ nueTpykumeit no
MEHUHHCKOMY TIPHMEHEHHI0 B KopolKy
H3 KapToHa.
Kopobky OKJICHBAIOT ITHKETKOII-
— Ganaepoanio,
13. Mapmtpom-:a Ha amnyie ykaibiBaloT TOpropoe nanme- Ha amnyae ykazans! Toprosoe nanmMenona-
HOBANME  JICKAPCTBEHNOT0  Npenapata, JHT-Ne(005640)- HHE JIEKAPCTBEHNOTO NPENapaTa, Kounen-
KOHUEHTPAUMIO, NYTh BBCIEHHA («B/By, (PI-RU)-310524 TPAUNS, NYTh BBEACHHA («B/By, «B/M»),
«B/M»), 06HLEM NpENApaTa B MHATWINT- ofibem npenapata B MHLTIIWTPAX,
Pax, HOMEP CepHM, AATY HCTEUMECHNA CPOKa CEPHM, IATA HCTEUEHHA CPOKA TOAHOCT]
roAnocTy, Ha smuremxe-6anoepoau yrazanm
Ha  smuxemxe-Gandepoau  ykasnisalor HOBAHWE, TOBAPHBIIL INAK 1 aapec (crpana,
HANMENOBANKE, TOBAPHBIR IMAK W Aagpec ropoa) AepPRATEN PErHCTPAUHOHHOIO Y0~
(cTpana, ropoa) AepaaTeas perucrpann- CTOBEPCHHS, TOPIOBOE HANMEHOBANNE Jie-
OHHOTO YI0CTOBEPEHIS, TOPIOBOE HANME- KAPCTRCHHOTO MPeNapaTa, MEAIYHAPOAHOE
HOBANNE  JICKAPCTBEHNOTO  NpPenapata, HENATEHTOBAHHOE HAHMMEHOBAHNE Ha pyc-
MeRAYHAPOAHOE HenaTenToBamIoe CKOM 1 AHIIIHICKOM SI3BIKAX, JEKAPCTHEN-
HAHMENOBANNE HA PYCCKOM W anramii- nas popma, konuenTpauns, nndopman
CKOM  HIBLIKAX, JIEKAPCTBEHNYI0 dopmy, COCTABE  JIEKAPCTBEHHOTO  npenapara
KOHUEHTPALMIO, WHDOPMALNIO 0 cocTaBe (HANMEHOBANNE N KOJIHYECTBO AcHCTBY -
JIEKAPCTBCHHOO  npenapata  (Haumeno- UICI0  BCHIECTBA N MEpevenh BCNOMOra-
BAHNE M KOAMMECTBO  jeiicTByOmero TeabNbIX Bewects B 1w npenapara),
BCIICCTBA W nepedenh BCOMOrATE IbHbLIX ofibeM npenapata B MWIINTPAX, KO/N-
semects B | v npenapara), ofnem npe- HECTBO A B ynakoske, «Crepn 0»,
NAPATA B MHALTHIHTPAX, KOJIHYECTBO «Buyrpusennon, «Buyrpusbimieanon,
amnya B ynakoske, «CTepHiabHO», «XpANNTL B HEJLOCTYRHOM st aeteil me-
«Buyrpusennon,  «Buyrpumbimednon, cren, «Cnocol npuMenens: ¢y, HHCTpyK-
«XpANNTL B HELOCTYNHOM [as  aeTeii UHIO 10 MEIHUHHCKOMY  NPHMEHCHHION,
mecten, «Cnocof npuMeneHns: oM. un- YCJOBHS  XPAHEHHS, YCI0BHH  OTHYCK:,
CTPYKUMIO 110 MEAHIHHCKOMY npuMeiie- WTPHXOBOI KO,
HIIO», YCIOBHA XPANENHs, YCJAOBHA OT- Ha kopofike ykaianbl nomep cepun n aara
NYCKA, ITPHX0BOil KO, HCTEHEHNS CPOKA FOAHOCTH,
Ha wopofke ykainiBaloT Homep cepun u Homep cepum m gata meredenns cpoka
JAATY HCTeHeHns Epl)lﬁl TOAHOCTH, FOAHOCTH  HANECeHbLI Ha BTOpUUHYIO (IIU-
JlonyckaeTes nomep cepui W AATY MCTe- TPEGHTEILEKYI0) YIAKOBKY METOA0M mevus-
uenus CPOKA rOAHOCTH HANOCHTH HA BTO- TH.
puanyo (noTpefuTe/IbCKYI0) YNAKOBKY B Cpeacrsa naenTHGUEALIH (KOWTPOALHBI
BHIE peIbedHBIX OTTHCKOB HIH METOL0M waenTHGURAIHONNBIT  IHAK, nepeMenan
newaTH, UHGBOPMANS, HOMED CEPHM, AATA HCTeue-
[Ipu neobxoammMocTH cpeacTBA MACHTH- HHA CPOKA FOAHOCTH) HAHECEHBI: KOPODKA -
GuKAUMN  (KONTPOILHLI  HAeHTHOHKA- HA ITHKETKY-0anepoib.
unonnbil 3nak, nepemennan wndopma-
mst, “l]Ml‘p CEPHMH, IATA HCTEHECHHA CPOKA
FOANOCTH) HAHOCATEA: KOpoOKa — na Tu-
Kerky-0anaeposs  wam  csoboanyio ot
- MAPKHPOBKH CTOPOHY KOpoGKu. .
14. | Cpox roanoctn 4 rona JITT-Ne(005640)- 4 roaa
"~ | (cpok xpamenus) (PI'-RU)-310524 B
15. | Yenosun B 3ammumennom ot ceta mecte npu temnepartype He sbime 25 °C.
XpAHEHHS

KoutpoabHbiii macrep

_ 1Okom3an

/ﬁfﬂwf/v «0l» 12 2025¢

(thammmn)

(noanuce)

(naTa)

Jakmouenne OKK: /In6aszon pactBop Aisi BHYTPHBCHHOIO H BHYTPHMbILIcuHoro BBeaenns 10 mr/ma 5 ma,

ofKn KapToHHbie cepusi 81125 cooTBeTcTBYET TpEGoBAHMAM
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