AO JIAJIbXUM®DAPM»

Hanmenosanune

Homep cepun (naprun)
Jlata uponssojacrsa

Ionen 1o

IMACITOPT Ne 83/3893-25

Hartpus THocyangar
pacTBop juist BuyTpusennoro seeaennst 300 mr/ma 10 mu,
amnyJibl (10), KopoOKH KapTonubie

Obwee komuecTBo crpanm 2
Crpannua 1

781125

111125

1129

Koamuectso npoaykunn B cepun

(Kr, mr, U TJL)
Hopmarupusiii Jokymenr

KauecTso npenapata rapantuposano s
penay P

11 887 yn.

JHI-004638-130121

HEHHE CPOKA TOAHOCTH _NPH COBMIOACHUN YCA0BHIT XPAHCHNA B OPHTHHAILIOIN YIAKOBKE
P P

No llanw_:uo.nnu‘nc TpeGonanns HJL HJL na meToabl PesyabraTh
n/n nokasareieii HCHLITAHMI HCNBITAHMIT
L. | Onmcanne [pospaunniii Gecusernniii JI-004638-130121 ﬂpmpa:ml.m
- pacrBop GecuBeTHbIii pacTBOp
JIN-004638-130121
2. Moanunnoers Kauecrsennbie peakunn (4) o X1v, IMoxrBepxienbr
- o O®dC.1.2.2.0001.15
3. Hpospaunocrn Jlonsen GbITh npo3padnbIM o Xiv, ITpospaunsiii

O®dC.1.2.1.0007.15

; R JloJ1eH BBIACPKHBATE ra X1v,
& | Hoevaoem cpasnenne ¢ yranonom By 0®C.1.2.1.0006.15 RS
T ra X1y,
5. |pH 7,0 - 8,4 OM®C.1.2.1.0004.15 7,81
NOTEHUMOMETPHUECKH
6. | Uleaounoctn HAomwen BhinepauBaTh JIT-004638-130121 Buigepkusaer
R R R HCMbITAHHE
), TR g N
B L o :;;::l':'l" i He Goaee 0,001% Menee 0,001%
. jc{J_n:qu_l_'n:l W eyibga- OGRS 1300
,",'“ ! L He Goace 0,1% Menee 0,1%
g, |nmeieeraeunne 291,0 - 309,0 mr/ma JITI-004638-130121 295,6 mr/ma
[ oupeaeachue
. ’ o X1v, Crepnibiblii
9. Crepuibhoctn 7 Jlostken GbIThH CTEPHIILHBIM ODC.1.2.4.0003.15 | anNe
bakrepuaabunie e X1V, Menee 0,023 ED/mr
10. ILOTOKCHILL He Gosce 0,023 EX/mr OPC.1.2.4.0006.15 an.Ne /}9&
" I'e X1v,
T O
Il. | U3Biekaemplii 00nLém He menee 10,0 ma OBC.1.4.2.0003.15 10,0 ma
XHMHK-aHATHTHE Jlowakosa é «24n 51
(hamuans) (nmoanuces) (nara)

Hauaneuuk  mukpoduono-
ruueckoii abopatopun

s Hhrw. I¥ A7

(@nMu.m;h; (noamnes)

2025 ¢

(naTa)



&

PASPELIEHHUE HA BBIITYCK
JEKAPCTBEHHOI'O CPEJCTBA B OBPAILIEHUE

Ne 3339/25

@01-COII-2300-157/01-21

HaumenoBanne

Hampus muocynvgpam
paemsop onn enympusennozo eeedenus 300 metvn 10w,
amnynel (10), kopobxu kapmonnvie

]

Mezxnynaposaoe nenatentosanmnoe
HAHMEHOBAHHE (IPYNIHPOBOYHOE HJIH
XHMHYECKOe)

Hampus muocynepam

Homep cepun 781125
OGbem cepun 11887 yn. T
Jara npousBoacrsa 11.51:2095 D
Cpox roagnocrn 4 200a

Jo 11.2029

Homep perncrpaumonnoro ynocrosepe-
HHUS U 1aTAa PerucTpanuu

JII-004638 om 17.01.2018
Hama samenvr 17.11.2022

Haumenosanne n anpec gepixarens (Ba1a-
Ae/bI1A) PETHCTPAUHOHHOIO Y/10CTOBEpe-
HHSA

Axyuonepnoe obuyecmso « JAJTBXHM®DAPMy
(4O «AATBXHMDAPM»), Poccus,
680001, Xabaposcruil kpai, 2. Xabaposck, ya. Tawkenmeras, 0. 22 J

Homep nopmatnenoii foxymenTanun

JHI-004638-130121 |

Ilponseeneno,
ajgpec NPOH3BOACTBEHHOMH ILIOMAAKH

Axyuoneproe obuecmso «/[AJTBXUMDAP My
(AO «TATIBXHM®APMy), Poccus, 680001, Xabaposcruii kpal,
2. Xabaposck, yn. Tawkenmexas, 0. 22, emp. 2

Ynakosano,
aJgpec HPOU3BOJCTBEHHOH MJIOIIAAKH

Axyuonepnoe obwecmso «JTAJIBXHM®BAPM»
(AQ «JATBXHM®DAPM)), Poccus, 680001, Xabaposcxuii kpaii,
2. Xabaposck, yn. Tawkenmeras, 9. 22, cmp. 2

Beinycxaomuii koHTposh KauecTsa,
ajipec NPOU3BO/ICTBEHHOMH MIOMAAKH

Axyuoneproe 0bujecmao « JAJABXHMDAP M)y
(AO «JATIBXHM®PAP M), Poccus, 680001, Xabaposcrkui kpai,
2. Xabaposcrk, yn. Tawkenmexas, 0. 22, cmp. 8

Homep nacnopra, nata Beigaun

MNe 83/3893-25 om 27.11.2025

JInueHzus Ha OCymecTB/JIeHHEe IIPOU3BO/I-
CTBA JIEKAPCTBEHHbIX CPEACTB

Pezucmpayuonnsiii nomep auyensuu
A012-00102-77/00010391

CeprudukaTbi cooTBeTCTBUA TPeGOBAHH-
am [pasni nagnexameii nponssoa-
CTBeHHOM npakTukn EBpasniickoro sxo-
HOMHYECKOro colo3a

Cpoxk xeiicrus ¢ 03.08.2023 mo 02.08.2026

Ne GMP/EAEU/RU/00911-2023
(Xabaposckuii kpail, 2. Xabaposcr,
ya. Tawkenmexas, 0. 22, cmp. 2)
Ne GMP/EAEU/RU/00915-2023
(Xabaposcruii kpail, 2. Xabaposck,
yi. Tawxenmckas, 0. 22, cmp. 8)

Hacrosnmm s nogreep:xsaio, uro npuee/ieHHas Boiule MH(OpMALA ABIAETCA OCTOBEPHON U TOUHOM.
Aannan cepus npoussesnena u ynakopada na AQ «JAAJIEXUM®DAPM» 1 Ha OCHOBAHHH TOrO, UTO:
© CepHs NIPOU3BE/ICHA B COOTBETCTBHH C NEHCTBYIOIMMH [IpaBunamMy HajiesKalel NpoM3BoACTBeHHON
MPAaKTHKH, JHMUCHIUEH Ha TIPOH3BOACTBO JIEKAPCTBEHHBIX CPEACTB H TPeGOBAHMAMH KOHTPOJS Kate-

CTBA IEKAPCTBEHHBIX CPE/ICTB,

* cepus OTBeyaeT TPeOOBAHHAM PErHCTPALMOHHOTO JOCKE;
* AOKYMEHTALMA MO AAHHOH CEPHHM NPOMITA MPOBEPKY HA TMONHOTY W J0CTOBEPHOCTH M Bhila yTEep-
AACHA JIMLAMM, OTBETCTBEHHBIMM 3a IPOM3BO/ICTBO M KOHTPOJIb KavuecTsa
paspeutena K eoinycky Ha meppumopuu Poccuiickoti @edepayunu

Heb6rsutonckas T.B.

W 4&2; » 77 20257,

(PHO)

(ngArnucs) (aara)



cTpaniia 2

o
":;'n LI::F::'T':::;:“E Tpebosanns HJ1 “i:::::s;“ PesyanTarhl nensiranmii
12. | Buaumbie
mMexannyecKue ARAE P o Buutepausaer rpefosanus
Tpehonanus O®C.1.4.2.0005.18 ’ !
BRJIKYEHHS ]
Hesuaumbie roX1v,
e — Yacrnn > 10 sy - ne Goaee 6000/avn, OMC.1.4.2.0006.15 2'-':‘/““"
Bioudhns Yacruu > 25 Mxm - ne Gosee 600/amn. )/Amn
13. | ¥nakoBka Mo 10 ma B amnyias Tuna LT o 10 B avnyast  tuna I
neiiTpanabiore crexiaa wan Gecusernoro JITI-004638-130121 HEATPAILHOrO  CTCKAA € TOMKAMH
CTEK/IA NEPBOTO FHAPOIHTHUECKOTO Kaac- HaIoMa,
€A € TOMKAMH HALIOMA WIH KOALIAMMN, MapkupoBKa HANECEHA HENOCPEACTBEN-
Ha amMioyanl HAKJICHBAIOT YTHKETKN Ca- HO 1A AMAYALE MeToom raylokoii neva-
MOK/CSHIHECH WK MAPKHPOBKY HANOCHT ™.
HENOCPEACTBCHHO HA  AMIYILI METOA0M 1o 10 amuy) smecte ¢ HUCTPYKUMEi no
rayfokoii mewarn. npuMencHne B KOpolike ny Kaproma.
Ho 10 amnya Bmeere ¢ wHCTpYKUneii no Kopobra oKJicena ITHRETROT-
npuMenennio B KopolKy W3 Kaprona. Ganaepoanio.
Kopobky  oxaennaior ITHKCTROIE-
Ganaepoanio,
14. | Mapkuposka Ha amnyJjie yKa3LIBAIOT TOProBoe Hamnme- Ha amnyje yRalubl TOPropoe Hanme-
JIEKAPCTHENNONO  Npenaparta, JI1-004638-130121 HOBANME JIEKAPCTBENNOTO  Npenapata,
KonuenTpaunio, obbem npenapata B KonuenTpauus, olbem npenapara B
MILIIINTPAX, HOMED CEPHM, CPOK TOANO0- MHTIIHTPAX, HOMED CepHE, CPOK T0]1-
cTH. HOCTH,
Ha KeTke-Ganaepoan  YRAILIRAIOT Ha  orukerke-dangepoan  yKaiann
HanMenoBa npeAnpusTH- HanmMenoBanne 1 PEATPHSITIA-
NPOMIBOANTES M €ro TOBAPHBLIL 3NAK, APOMIBOANTENSE W €ro ToBapubiil 3nakK,
CTPANY  NPOMIBOACTBA, Aapec M Tede- CTPANA  NPONIBOACTBA, AAPEC M Tede-
don/gare npeaAnpUATHA-NPONIBOANTENN, don/daxce HPCATPHATHA-
TOPrOBOE HAMMEHOBAKNE JICKAPCTBENNOTO HPOWIBOANTEN, TOPIOBOE NANMENOBA-
npenapata, rPyNIupoBoOtNOe  HANMEN0- HMe JICKAPCTBENIONO NPENnapaTa, rpyi-
BANKE, JeKapeTBennyo popsy, Kouuen- HHPOBOMHOE  HAHNMEHOBANNE,  JCKAD-
TPAUWK, HAHMEHOBAHHC W KOJIHUCCTBO crsenvan ¢l}|’)&lﬂ‘ KO HWTPaums,
ACHCTBYIOUIET0  BEmeCTBA M Nepevens HAMMEHOBANKE H KOJHUECTBO JeicTBY-
BCNOMOFATEILIBIX BemecTs B 1 mi npe- 10UIEr0 BEIECTA N Nepedelh BEnomMo-
napaTa, 00LeM NPENApaTA B MILILINT- FATEALNBIN Bemects B 1w
PAX, KOJMUECTBO AMIY B YUAKOBKE, olbem  npenapata B M
«Crepuwabion, «Buyrpusennoy, «llpume- KOJNUECTBO AMIYA B YIAKOB
HATL N0 HAIHAUMENHIO Bpaua», «XpaHnTs pusennon, «llpuvensits,
B HEJIOCTYIHOM JLIH AEIE“ MecTe», yoio- o HATHAMCHN IO B[lﬂ‘l'll)!. ux[‘]:lllll‘l'h n
BUH XpAHCHNH, YCAOBHA OTHYCKA, pern- 1M 1an aeteil MecTe», yesro-
CTpAuMONNBI  HoMep, WTPUXOBOil Ko, P, YCJAOBIS OTHYCKA, Pern-
«Caeayiire NPUAATACMOIT HECTPYKUNN 1O CTPAUMONNBIT HOMED, WITPHXOBOI KO/,
HPHMEHEHHION. TC NPIAATACMOIE  MICTPY RN
Ia kopolke YKAILIBAIOT HOMEp CCpuit W 09,
CPOK FOAHOCTH, Ha wopofike YKa3saubl HoMep cepum w
Jlonyckaeress HoMep cepui M CPOK Foano- CPOK TOAHOCTH.
CTH HAHOCHTB HA BTOPHUHYIO (noTpebn- Homep cepuu 1 CPOK IOAHOCTH BHanece-
TEALCKYI0) YIAKOBKY B Bije pesibednbix HBI HA BTOPHUHYI) (HOTPEBHTEILCKYI0)
OTTHCKOB ITH METOOM HEHaTH, YIAKOBKY METO0M HeuaTn.
[pn neofxoanmocTu cpeacTBa HACHTH- Cpeaersa WACHTHGUKANNN (KOWTPOIIL-
(KouTpoabibii  waenTHhuKa- ubtii waenTuduKamonnbIi 3naK, nepe-
1l Ak, nepemennas undopma- Mennas MHdOPMAIIR) BANECENLE KO-
HWHSE) HAHOCATCA: KOPOOKA — HA YTHKETKY- polika — ua FTuKeTKy-Hanaepon.
ﬁllll,‘ll‘pﬂ.ill: wim tli()rlﬂ,‘lll_\‘lﬁ 0T Mapkn-
—— poBKH cTOpony KopoGkn, S B —
15. | Cpok roanocTh 4 roaa JI-004638-130121 4 rona
16. | Xpanenue B 3ammiensom 0T CBETA MeCTe NPH TemnepaType ne suime 25 °C.

Kounrpoabubliii MacTep

or et/
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7 (ll(:,‘n“ltfx)/

(rara)

Zakmouenne OKK: Hatpus Tnocy/ndat pactsop aus suyTpnsennoro seaenis 300 /v 10 s, amuyie (10),
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