AO JIAJIbXHM®APM»

IIACITOPT Ne 77/3837-25

Haumenosanune

Obee KOMUECTBO CTPakNL 2
Crpanuua 1

Hartpus tnocyasdar

pacTBop 1si BHYTpHBeHHOTO BBexenust 300 mr/ma 10 ma,
amiyJibl (10), kopodku KapToHHbIE

Homep cepun (naprun) 791125
JlaTa npon3Bojcrsa 121125
ozen 10 1129
Kosmuecrso npoaykunn B cepun 12 033 yn.

(Kr, T, ¥ T.JA.)

Hopmarusublii 10kyment

JII1-004638-130121

Kauecrso NPEnapaTa rapAHTHPOBAHO B TEHEHHE CPOKA MOAHOCTH npu col/moaennn ye10BHil XpaneHns B OPHIHHAILHOH YIIAKOBKE

Ne Haunmenosanue TpeGosanns HJI H/I Ha MeToabI Pesyabrarel
n/n noxkasaresieii HCNbLITAHUI HCNBITAHMIH
IMpo3paunklii GecuseTHbIi JI1-004638-130121 [Ipospaunbiii

1. Onucanue

pacTBop

OecuBeTHbII pacTBop

JIT-004638-130121

2, [ogauunocTs KauecrBennsie peakuun (4) ro Xxiv, IoarBepkaenst
O®C.1.2.2.0001.15
re X1v,
3. [Tpo3paunocTs Jlojzken GbITh NPO3pavHBIM O®C.1.2.1.0007.15 [Tpospaunmiii
JloJ1zKeH BBIIEPKHBATE I'o X1v,
4. | Usernocts cpaBHeHue ¢ HTasoHoM By 0®C.1.2.1.0006.15 Menee o. By
ro XIv,
5. | pH 7,0 - 8,4 O®C.1.2.1.0004.15 7,71
NMOTEHUHOMETPHYECKH
6. | Wleaounocts Aonmelt BLInepIHBATS JIT1-004638-130121 Buizepausaer
HCNBITAHHE
5 Pc"”;:;,‘;‘:::’“ npHmecH He Goaee 0,001% Menee 0,001%
' -_cyﬂb¢un o JI-004638-130121
‘rmy ey He 6oaee 0,1% Menee 0,1%
§ | Rmmecamnor 291,0 — 309,0 Mr/ma JIN-004638-130121 299,3 mr/ma
onpejeienue
ro xiv, CrepnibHblit
9. | Crepuabnocrs Jostken GbITh CTEPHIBHBIM ODMC.1.2.4.0003.15 | ane 0',/42:?/
bakrepuaibhbie e X1y, Menee 0,023 ED/mr
i IHAOTOKCHHBI He Gooes 8,023 Emr O®C.1.2.4.0006.15 an.Ne /
. , e XI1v,
11. | H3Baekaemplii 06bEéM He menee 10,0 ma OW®C.1.4.2.0003.15 10,0 mn
XHMHK-AHAJHTHE Jlomakosa /éb «@» 11 2025¢
(pammann) (moanucs) (aaTa)

Hauanennk  mukpoGuoo-
ruveckoii nadopatopun

(q:nmunuﬂ),

(noanucs)

yApuwonnte Wi Hpuw 8 77

2025 r

(naTa)



&

®01-COII-2300-157/01-21

PA3PEIHIEHME HA BBIITYCK
JEKAPCTBEHHOI'O CPEJCTBA B OBPAIIEHHE
Ne 3340/25

HaumenoBanne

Hampus muocynsgham .
pacmeop 0an eHympusennozo seedenus 300 viz/un 10w,
amnyavt (10), xopobru kapmonnsie

Mesxaynaposnoe nenatentoBannoe
HaHMeHOBaHHe (FPYNIHPOBOYHOE HIH
XHMHYEcKOoe)

Hampus muocymegpam

Homep cepun 791125
O6bem cepun 12033 yn. |
| [laTa mpoussojacTea 12.11.2025
Cpoxk roanocru 4 200a a
Ao 11.2029

Homep perucrpannonnoro ynocrosepe-
HUS M IATA perucTpanuu

JII-004638 om 17.01.2018
Hama zamener 17.11.2022

Hanmenosanue u anpec gepxarens (Baa-
A€/bI12) PErHeTPALMOHIOTO Y/I0CTOBEpe-
HHS

Aryuoneproe obuecmso « TATEXHMDAP M
(AO «JATIBXHMPAPM»), Poccus,
680001, Xabaposckuii kpail, 2. XaGaposck, yn. Tawkenmerxas, 0. 22

Homep HOpMaTHBHOI foKyMeHTALHA

JI-004638-130121

IIpouseeneno,
agpec NPOH3BOACTBEHHOMH ILIOMIAAKH

Axyuoneproe 0buecmeo « TAJIBXHM®BAP My
(AO «QAJTBXHM®APM»), Poccus, 680001, Xabaposcruil kpaiy,
2. Xabaposck, yn. Tawkenmexas, 9. 22, cmp. 2

Ynakosano,
ajpec NPOH3BOACTBEHHOMH IO MALKH

Axyuoneproe obwecmeo «J{AJTEXHM®APMy
(AO «JATBXHM®DAPM»), Poccus, 680001, Xabapoecrui kpai,
2. XaGaposck, yn. Tawkenmexas, 0. 22, cmp. 2

Brunyckalomuii KoHTposIb KavecTBa,
a/ipec NPOM3BO/ICTBEHHOM ILI0MANKH

Axyuonepnoe obuecmeo «JATBXUMDAP My
(AQ «AJTBXHM®APMy»), Poccus, 680001, Xabaposciuii kpar,
2. Xabaposcr, yn. Tawkenmeras, 0. 22, cmp. 8

HOMBP nacmnopra, 1aTa BblAa4H

Ne 77/3837-25 om 27.11.2025

JInuensug na OCYIEeCTB/IEHHE IPOU3BOa-
CTBA JIEKAPCTBEHHBIX CPEACTB

Pezucmpayuounviii nomep nuyenzuu
JI012-00102-77/00010391

CeprugukaTel cooTBeTcTBHS TPeGOBAHM-
sv [Ipasni napnexamei nponseoa-
cTBeHHOii npakTHkH EBpasniickoro sxo-
HOMHYECKOT0 €0103a

Cpox geficTus ¢ 03.08.2023 no 02.08.2026

Ne GMP/EAEU/RU/00911-2023
(Xabaposckuii kpat, e. Xabaposck,
ya. Tawkenmcerasn, 0. 22, cmp. 2)
Ne GMP/EAEU/RU/00915-2023
(Xabaposckuii kpaii, 2. Xabaposck,
ya. Tawxenmeras, 0. 22, cmp. 8)

Hacrosiugum 2 noATBep:kaalo, YTO NPUBE/IEHHAs Bbillie MHDOPMALKS ABIIETCA JNOCTOBEPHOH M TOUHOH.
Aannan cepun nponssenena u ynaxosana Ha AO «IAJIbXUM®APM» 1 na ocHoBaiy TOrO0, 4TO:
* CCpHA NPOM3BE/ICHA B COOTBETCTBHH ¢ ACHCTBYIOWMMH [TpaBrnaMn Hajeskallel TPOU3ROJICTREHHOM
MPaKTHKH, JIMLEH3HEH Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEJACTB i TPeGOBAHMAMM KOHTDO/IS Kave-

CTBa JIEKAPCTBEHHLIX CPEACTE,

* CepHst OTBEHAET TPeOOBAHKUAM PErHCTPALIMOHHOTO JIOCHE;
* JLOKYMEHTALMA MO NaHHOH CepHH NpOLIIA MPOBEPKY HA MOJHOTY M /IOCTOBEPHOCTH W (biia yTBEp-
KI€HA IMUAMH, OTBETCTBEHHBIMH 33 TIPOH3BOACTBO H KOHTPOIb KAUECTRa
paspeniena k évinycky Ha meppumopuu Poccuiickoii @edepayuu

AT
YHOAROMONEREOE THIIO:
79 ¥ 2102079 SN

Heb6ruronsckas T.5.

&7y 77 2095+,

2/

(dHO)

(mara)

(nuzgﬁ’cx.)



cTpanuua 2

N | Hauvenosanne Tpebopanns HJL HR na Mnon_.” Pe3yabTaThl HCnbITAHMIT
n/n_| nokaatenei HCMbITAHMIA
12. | Buaumsie
MexaHuuecKue ASesy BLIp SR RATS s Bhinepxkupaet TpeGoBanus
TpeGoBanun OdC.1.4.2.0005.18
BKJKYEHHUA
Hepuaumble ra XIv,
MexaHHYeCKHe Hactnu 2 10 mkm - ne Goaee 6000/amn. O®C.1.4.2.0006.15 17/an
siTioteis Yacruu > 25 Mrm - ne Gonee 600/ammn. O/avn
13. | VnakoBka Mo 10 ma B amnyasl Tana 11T Mo 10 ma s amnyawr  tuna I
nefiTpansnoro crekiaa wiam Gecusernoro JITI-004638-130121 HETPAILHOTO  CTEKIR € TOUKAMM
CTEKJIA MEPBOr0 FHAPOJIHTHYECKOT0 Kaac- HalI0MA,
€A ¢ TOMKAMH HAJIOMA WIH KOJIbIUAMH. anl:upnmcn HAHECeHA HenocpeacTREH-
Ha amnyabl HAKJIEHBAIOT JTHKETKH ca- HO HA AMIYJILI MeTO0M FayGoKoii neva-
MOKJEAINHECH HJIH MAPKHPOBKY HAHOCAT TH.
HENOCPeACTBEHHO HA AMMYJIbI METOA0M IMo 10 amnya BmMecTe ¢ MHCTPYKUMeEii no
rayGokoil nesarTu. NPHMECHEHHIO B KOPOOKE M3 KAPTOHA.
ITo 10 amnyn Bmecte ¢ uncTpykuueit no Kopo6ixa oKJieena ITUKETKOI-
npuMeHenHio B Kopofiky M3 kaproua. Ganaeposio.
Kopofiky  owxjeusaior ITHKETKOII-
Ganaepoibio,
14. | Mapkuposka Ha amny’e ykaibiBaloT TOProBoe HauMe- Ha amnyae ykasanbl TOProBoe Hamme-
HOBAHME JIEKAPCTBEHHOr0  mpenapara, JITI-004638-130121 HOBAHWE JICKADCTBEHHOFD Npenapara,
KoHuenTpaunio, ofibeM mnpenapata B KONUenTpanus, ofbeM npenapara B
MIJLIHIHTPAX, HOMEP CEPHM, CPOK TOAHO- MH/LTHIHTPAX, HOMED CePHH, CPOK T01-
CTH. HOCTH,
Ha  9THKeTKe-6anaeposH  YKAILIBAKOT Ha  yrukerke-6anaepoan  ykalaubi
HAHUMEHOBANNE npeanpuaTHa- HAUMEHOBAHKME npeANpHATHA-
NPOMIBOANTEIN H €0 TOBAPHBIA 3HAK, NPOHIBOANTENN W €ro TOBAPHBII 3HAK,
CTPAHY NPOH3IBOACTBA, AApeC H  Teje- CTPANA NPOM3IBOACTBA, AJPeC W Teqe-
don/hake npeanpUATHA-NPONIBOANTENS, ton/dare npeAnpusTH-
TOProBoe HAMMCHOBAHME JICKAPCTBEHHOTO NPOU3IBOANTE/IS, TOPrOBOE HAHMCHOBA-
npenapata, rpynmnupoBOMHOE HAMMEHO- HHE JICKAPCTBCHHOTO mpenaparta, rpyn-
BAHHE, JICKAPCTBEHHYIO (OPMY, KOHIEH- MHPOBOMHOE  HANMEHOBAHME, JeKAp-
TPAUHIO, HAUMEHOBANHE W KOJIHYECTBO crpennas q:opma. KOHUCHTpALMS,
neﬁnnymmem BELIECTBA MW nepevyeHb HAUMEHOBANKHE H KOJHUECTBO JlEnCTH_\‘—
BCNOMOTATELHLIX Beniects B 1 ma npe- I0HIEr0 BEeCTBA W Nepedenh BCNoMo-
napara, o6beM nNpenapaTa B MMUIMINT- FATEABHBIX BewecTs B 1 M mpenaparta,
pax, KOJMYECTBO AMINYJ B YNAKOBKe, ofibeM  npenapara B MWUIWIHTPAX,
«Crepuasnon, «Buyrpupenno», «Ipune- KOJIMMECTBO amnya B ynakoske, «Cre-
HATL N0 HAIHAMEHHIO BPAYA», «XPAHHTH prabno», «Buyrpusennoy, «llpumensatn
B HEA0CTYNHOM iR aereil mecte», yciao- N0 HAIHAYCHWIO BpaAwA», prRHlITL B
BHSL XPAHEHHS, YCI0BHA OTNYCKA, Peru- HEAOCTYNHOM LISt AeTeil MecTen, yeio-
CTPAUMOHNLIL HOMEp, IWTPHXOBOR KO, BUSE XPAHEHUSI, YCAOBHS OTNYCKA, pern-
«Caenyiite npuaaraemoit HHCTPYKUHH 1O crpaunonnsii nomep, wrpnxoBoit Koa,
TNPHMEHEHH IO, (GC.'IE}]_V“I’C leIlJl}ll‘a?Mﬂ“ HHCTPYKUHN
Ha wkopofike YKa3bIBAKT HOMED CepHH H 0 NPHMEHEHHION.
CPOK IO/IHOCTH. Ha xopofke ykazannl momep cepun M
Jlonyckaercst HOMep cepHM W CPOK TOAHO- CPOK FOAHOCTH,
CTH HAHOCHTL HA BTOPHUHYK (noTpebu- Homep cepun n ¢pok roamocTn nancce-
TENLCKYH) YIAKOBKY B BHIe peiibehHbIX HbI HA BTOPHUHYIO (NOTPehHTEILCKYI0)
OTTHCKOB WJIH METOA0M NEYATH. YNAKOBKY METO10M NevaTH.
IIpn neobxoaumocTn cpeicTsa MACHTH- Cpeacrea wienTndukaunn (KouTpo/ib-
dukanun  (KOHTPOBHLIL  HACHTHDHKA- ubtil wrenTuGuKaAUMoOnnLIl WAk, nepe-
UHOHHBIE 3HAK, nepemennas uugopma- MeHHas Gopmannn) unamecennl: Ko-
HHRA) HAHOCATER: KOPOOKA — HA ITHKETKY- polika — 1A YTHKETKY-Banaeposin.,
Ganaeposs wan ceoboanylo o mapkm-
POBKH CTOPOHY KOPOGKH.
15. | Cpoxk roanoctn 4 roaa JIT-004638-130121 4 rona
16. | Xpanenue B 3ammuiennom oT cBeTa MecTe Npu Temneparype ne sbite 25 °C.

KouTposbHblii Mactep

7/

«17» 11 20251

(pavnamn)

»/FI(J,‘HIHH;)

(naTa)

KK: Harpusi THocyabdat pactop ansi BHyTpuBeHnoro sseaenns 300 mr/ma 10 mu, amnyaw (10),

7/
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