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NACIHOPT Ne_126/2583-22 _

Hanwenosanne npenapata no HJl DyYypPOCEMH[L pacToop 145t BHYTPHBEHHOTO

H BHYTpHMbIeunoro seeaenus 10 mr/ma - 2 ma Nel0

Homep cepun (napTHu) 1260722

Hata nponasocTea 07 22

Topen no 07 24
Ko/iHuecTBO MpoAYKUMH B CEpHH 12 160 yn
(xry T, 1T P
Auaau3 BoinoJinen no JICP-000777/08-221020

(uaumenonaie u nosep HI)

KauecTso npenaparta rapaHTHPOBAHO B TEYEHHE CPOKA FOAHOCTH NpPH cOBMONEHHH YCnOBHH
XPaHEHHSA B COOTBETCTBHH C NPEANHCAHUEM B HEPACKPLITOR OpHIHHANLHON ynakoBke.

M Haumenonanue H/1 na metonst Pesynntarsl
n/n nokasarencit TpeSonamunn HJL HenbiTann Henbiranui
1. | Onucanne Mpospaunsiit Gecuperubiii | JICP-000777/08-221020 | [Ipo3pauuslil cierka xei-
HAM ClIerKa XeNToBATOrO uUBe- TOBATOTO LBETA PACTBOP
T4 PacTBOD
2. | MoannnuocThL YasTpaduoieToBble cnekTpsl | JICP-000777/08-221020 | YawtpaduoeroBbie
MOrA0WENHA HENLITYEMOro CNeKTPhbl NOrN0UIEHNS
pacteopa b u craHaapTHoro HCNLITYeMOro pacTaopa b
pactsopa Il ¢ypocemuaa B H CTAHAAPTHOTO pAcTBOpPA
obaacti oT 220 no 300 um II dypocemnna B obnactu
MOJIKHBI HMETh MAKCHMYMBI H ot 220 a0 300 uM  uMmeroT
MHHHMYMBI 1PH OTHHX H Tex MAKCHMYMbI 1 MHHHMY=
Ae AJIMHAX BOH Mbl IIPH OIHAX H TEX 3Ke
AJHHAX BOJIH
3. | Mpolpaynocts Honxen 6LITh NPOIPAYHBIM r'e X1V, Ipospaunsii
0dC.1,2.1.0007.15
4. | Usernocts Homxen BbIAEPKHBATE re X1y, Menee aTanona Yy
cpasHenne ¢ yTanoHom Yy 0®C.1.2.1.0006.15
5 | pH 8,5-98 ro Xiv, 9,39
O®C.1.2.1.0004.15
NOTEHUHOMETPHYECKHH
6. | Poacreennsic JlioBas equnnynan npumecs ~ | JICP-000777/08-221020
npHUMecH ne Gonee 0,25% r'e X1V, Menee 0,25%
Cymma npumeceii ~ 0®C.1.2.1.2.0001.15
e Gosee 0,5% Menee 0,5%
7. | NepBuunbIe apomMaTH- Onrhuecian mIOTHOCTS JCP-000777/08-221020
ro Xiv, 0,006
it i me Goaee 8,3 0®C.1.2.1.1.0003.15 ’
8. | KoauuecTsennoe 9,0 - 11,0 mr/ma JICP-000777/08-221020
onpeaciienne ro X1v, 9,7 mrima
0®C.1.2.1.1.0003.15
9. | CrepuabHocTh ro xiv, CrepHanibl
Jlomken BbIACPIKUBATH 0®C.1.2.4.0003.15 an, Ne
10. | Ilnporennocts HCMBITANNS Ire X1y, Anuporemlgg_
0DC.1.2.4.0005.15 | an. Mo
11. | Hasaexaempiit 06ném He mence 2,0 ma ro xiv, 2,0 ma
0®C.1.4.2,0003.15
XHMUK-aHANHTHE C W «06» 08 20227
(pamuaun) (uoW (aaTa)
Hauanbuuk  MukpoGHOI0- _ILI‘_umu_@&Wﬂw w. m /HM/ « H» 08 2022 ¢
rudeckoil nabopaTopus (bamnann) (noatrfcs) (aara)
/Ha'lam.lmk $apmaxono- jé; pfp 2022 ¢
rudeckoii aaGopaTopun (hamuann) noanmes)  (/ (naTa)



crpasina 2

MNe | HanmenoBaune HJl na meToar!

sahe | mumetanwaash TpeGopanus HJ pelasepyi PeayabsTaTsl HCNBITAHMKI

12. | Buanmbie Mexa- | He Gonce 9 13 315 wryk aMnya uan ro Xiv

HHYECKHE e Goaee 23 #1630 wryx amnya ) 17315
BKAYEHHN 0O®mC.1,4.2.0005.18

Hesuanmbie me-

e UacTuu 2 10 Mkm - we Gonee 6000/amn. r'o X1v, 10/amn.
BRAKEHNS Yactiu = 28 skm - ne Goaee 600/amn. 0®C.1.4.2.0006.15 O/amn.

13. Ynakoska Mo 2 ma 8 amnyast Tina LUTT nefirpans- JICP-000777/08- Mo 2 ma B amnyasr  Tena HIN
Hoto cTexaa waM GecuBerHoro eTexaa 221020 HETPRALHOTO  CTEKAA ¢ TOMKEMH
HEPBOI0  FHAPOAMTHUECKOrO KJACCA € uaaaoma, flo 10 amnyn smeete ¢ mn-
TOUKAMH HALTOMA AW Koastamn. [lo 10 crpykusell no npumenenno B Kopobxe
MY BMecTe ¢ nucTpykignedl no npume- w1 Kaprona. Kopofika oxaeena stnxer-
nensio 8 kopolky w3 kaproua. Kopobxy Koli-Ganaepoasio. .
OKACHBAKIT ITHKeTKOH-0a1aeponsLIn.

14, Mapkuposka Ha amnyse yxaisisaior Toprosoc namme- JICP-000777/08- Ha amnysne yxatambt TOProsoe mamme-
HOBAHMKE JIEK. NPENAPATA, KOHUEHTPALIHIO, 221020 HOBAHME JeK. MPCAAPATA, KOMUCHTPa-
00LeM NpENApATa B M, HOMep CepHM, umMs, ofnem NPENAPATA B M, HOMCp
CPOK FOAHOCTH. CEPUH, CPOK TOAHOCTH.

Ha  oTuxerke-0amacpoan  yKaILinaw Ha  srukerke-Bamncpoan  yxazansi

PEARPHATHE-NPOHIBOANTEIL H €ro TO=- APEARPHATHE-NPOMIBOANTEL W €T0
BAPHBLIL  JMAK, CTPAHY MPOMIBOACTBA, TOBAPNGIL INAK, CTPAMA NPOMIBOACTRA,
aapec # reaedon/daxke npeANpPHNTHRS aapec w Tenedon/daKe npeANpHATHE-
MPOMIBOANTENN, HANMENOBANHE BJIARENb- NPOIIBOANTE/N, HAMMEHOBAHHE BAA-
UA  PErMCTPRIMOMHOIO  YAOCTOBCPEMMSA, ACABIA PErHCTPAUMOMHOND YAOCTOBEpE-
€ro aapec, TOprosoe HAMMENOBAHKE JIeK. HHA, €10 AApPEC, TOPTOBOE HAMMERORA KE
MPEnAPATA, MEXKAYHAPOAHOE HENATENTO- NEK. NPENAPATA, MEKIYNAPOAIHOE HeTla-
BAHHOC HAMMEHOBAHMNE, NeK. dopmy, KOH- TEHTOBAKNOE HAHMCHOBANHE, JIeK. dop-
UEHTPAUHIO, HANMEHOBAHHE MW KOJHUuC- MA, KOMNENTPAUWA, HAMMENOBAMME M
C€TBO AcficThYOMIEro BemecTRa W nepe- KOAHMECTHO AcHCTRYIOUWIErD BEUECTEA #
HeHb BCHOMOTATEMLIMX BewecTs 8 1 Ma nepetcis BCNOMOFATEALNILIX DEILECTD B
npenapata, 06LeM NPENAPATA B8 MJ, KO- I ma npenapata, ofnem npenapara B
JIMYECTBO AMNYA B ynakonke, «Crepuiab- MJ, KOAMMECTBO AMMY] B YNaKkoBKe,
no», «Buyrpubennon, «Buyrpumsimes- «Crepuasnon, «Buytpusennon, «Buyr-
HO», «[IpHMEHATL N0 HAINAUEHHIO BpA- puMbimennon, «[puMensts M0 HAINA-
4an, «XpAHNTS B HEAOCTYNHOM 11K AeTel 9ennio Bpauan, «XpANHTL B HEAOCTYN-
MECTen, YCAORMA XPAMEHWS, YCAODHR HOM AR neTell MeCTe», YCAOBMM Xpatic-
OTNYCKA,  PErHCTPAUMONMBIA  HOMEp, HHA, YCAOBHH OTHYCKR, PermcTpauuon-
wrpHxosol xkoa, «Cnexyfire npuaarae- nsiil nomep, mrpuxosoft koa, «Cneayit-
MOM HICTDRYKIHR M0 NPHMEHEHHION. Te npunaraemoll HuCTpyxuMH no npu-
Ha kopolike ykaibiBalOT HOMep cepun MEHCHMION,
CPOK roaAHOCTH. Ha xopobke yKasambl HOMep cepuu &
JonyckaeTcs HOMED CepHH M CPOK TOAHO- CPOR rOAHOCTH, :
CTH MAHOCHTL HA BTOPHUMYIO (nOTpebn- Howmep cepiu m cpox roanocT uaHece-
TEARCKYIO) YOAKOBKY B BHAC peiibedibix HBl A Bropudaryto (noTpebuTeancKyn)
OTTHECKOB HAH METOAOM NEUATIH, YNAKOBKY MCTOI0M NCHATH.
JlonoaunTeasio MoryT OniTh nanecens Cpenactaa sacnTrpUKAIK (KORTPOIIH-
A KopoOKy CpeacTBA HACHTHGMKAUKN nuifl naenTudukaunonnmil 3HaK, nepe-
(xonrpoasnsiit HACHTHOHUKALBONEBIH MEHHAR HUQOPMALKR) nAHECENLI! KO-
IMAK, nepemMenuasn nudopmauna). Mecro- pobra - Ha TTHKETKY-Banaepos.
nonoKeHHe H GOPMAT CPEACTR MAEHTH-
DUKAUHH MOKET MCHATHLCH B JABHCHMO-
CTM OT Texnonormueckux ocolennocred
11 pOHIBO/ACTRA.

15. | Cpok roanocts | 2 roaa JICP-000777/08- 2rona
221020
16. Xpauenne B 3amuueHHoM 0T CBETA MeCTE NPH TeMnepaType e Bhiwe 25°C,

Ronr"rpo.nsnmﬁ Mactep
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«MypocemMu PACTBOP 418 BHYTPHBEHHOTO H BHYTPHMBILIEUNOr0 BREJEHHS
10 mr/ma -2 ma Ne 10» cepun 1260722 cootsercrayer TpeGoBanusm
JICP-000777/08-221020
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®01-COI1-2300-157/01-21

PA3SPEIIEHHUE HA BBIITYCK
JJEKAPCTBEHHOI'O CPEACTBA B OBPAIIIEHUE

Ne 2372722

Toprosoe HanMeHOBAHHE J1EKAPCTBEHHO-
ro cpeacTBa, JeKaperBeHHasn ¢popma, ao-
3upoBKa, popMa BEINYCKA

Dypocemud, pacmeop ONA GHYMPUBEHHOZO U GHYMPUMbIIUEY-
nozo esedenun 10 me/mn 2 mn, amnyast (10), xopobru xapmon-
Hble

MeskayHapoaHoe HeNaTeHTOBAHHOE Dypocemud
HAHMeHOBAHNE (IPYNIHPOBOYHOE WM
XHUMHYecKoe)
Homep cepun 1260722
O6nem cepun 12160 yn.
JlaTa npousBojacTBA 07.2022
Cpok rogHocTu 2 200a
Mo 07.2024
Homep perMeTpanuoHHoro y1ocrosepe- JICP-000777/08 om 15.02.2008
HHS H JATA PErHCTPALHN Hama samenwt 22.10.2020

HaumenoBaHue 1 ajpec Aepxares (BJaa-
AeJblA) PerHeTPANHOHHOTO YA0CTOBEpe-
HHS

000 «BHA», Poccus,
109316, 2. Mockaa, npoead Oemanoeckuil,
0. 5/1, emp.2, smaxe 6, opuc Ne 571

Homep HopMaTHBHOI JoKyMenTAIMA

JICP-000777/08-221020

ITponsseneno,
ajipec NPOM3BOACTBEHHOM MuIomanKu

Omxprmoe axyuoneproe obujecmeo «JAJILXHMDAPM»
(OAO «JAJIBXHM®APM»), Poccus,
680001, Xabapoackuil kpati, 2. Xabapoack, yr. Tawxenmexas, 22

Ynakosano,
ajipec NPOM3BOACTBEHHOI MIomManKH

Omxpeimoe axyuonepnoe obujecmao «TAJTBXHMDAP My
(OAQ «JAJIBXHM®APM>), Poccus,
680001, Xabaposcxuii kpaii, 2. Xabaposck, ya. Taukenmexasn, 22

Beinyckawmuii KOHTPOJIb KavecTna,
aipec NPOoH3BOACTBEHHOM MI0IWALKH

Omxpeimoe axyuoneproe obujecmao «JATBXHM®DAPM»
(OAQ «/TAJIBXHM®PAPM»), Poccus,
680001, Xabaposckuii kpail, 2. Xabaposcxk, ya. Tawkenmexasn, 22

Homep nacnopra, gata Buigayum

Ne 126/2583-22 om 11.08.2022

JInuensus Ha ocymecTB/JIeHHe NPOH3BOJ-
CTBA JIEKAPCTBEHHBIX CPEACTB

Ne 00077-JIC om 19 cenmatps 2019 200a

Ceprudukatst

cepmuuKamel coomeememeun Clucmems MenedNCMenma Kaveemea
e CHCTEME CEPTHOQHKALIHH PYCCKOIO PEFHCTPA
Ne 19.2176.026, Ne 19.2176.026/1, epok deticmaus do 15.11.2022 2.

Hacroawms s noATBep/a10, 4TO NpHUBEICHHAN Bhillle MHDOPMALMA ABAAETCA TOCTOBEPHOM H TOUHOM,
Hannan cepun nponsseiena u ynakosana va OAO «JIAJTBXUM®APM» 1 Ha ocHOBaHHH TOro, YTO!
* cepusi NPOMU3BE/IEHA B COOTBETCTBMH ¢ AeficTByioutumu [IpaBunamu Haanexaiied npoMsBoncTBeH-
HOH MpPAKTHKH, NHUEH3HEH HA MPOW3BOMCTBO JIGKAPCTBEHHBIX CPEACTB M TPeGOBAHMAMM KOHTPO/IH

Ka4eCTBa /IEKapCTBeHHBIX CPEACTB;

* cepus oTBeuaeT TpeSoBaHUAM PErHCTPALMOHHOTO JI0Cke;
* NOKYMEHTALHA 1O AaHHOH CepHH NpoLUNa NPOBEPKY HA MOJHOTY M AOCTOBEPHOCTH M Gbuia yTBEp-
HKEHA JIMLIAMH, OTBETCTBEHHBIMH 3a NPOH3IBOJACTREO H KOHTPO/b KauecTna
paspewiena k esinycky na meppumopuu Poccuiickoii @edepayuu

YIonHOMOYCHHOE JIHIO: 7,
Havanpank OKK HeGpuosckas T.B. % 11.08.2022
s (®HO) (nata)

(n%s)




«CBefeHns o BBoJe B rpaxpaHckuil odopoT B Poccuiickoi depgepaunn
NeKapCTBEHHbIX CPeACTB NO COCTOAHMIO Ha 30.01.2023 11:51»

Oprauszanus,
Jlara Baecenns: B IMpousBoguTens Homep Homep, nara
CaejieHHs 0 cTagusax Hopmatusnas BbINYCTHBILAA B
AHC Toprosoe HaHMeHOBaHHE (BBIMYCKAOIMHA Crpana CepHH, paspemenHs
NpPOH3BOACTBA TIOKYMEHTALHA TpaXIaHCKHIH
Pocanpasnanzopa KOHTPOJIb) NapTHH na HJIIT
obopor
DypoceMHJT; pacTBOp IS
BHYTPHBEHHOT'O H 0AO
BHYTPHMBILIEYHOrO OAO i i OAO
2 5 .
11.08.2022 seezerms 10 Mr/n 1 wr. (2 | "TAJIBXHM®OAPM" Poccus _u‘mwn.mwxxze>m§ s JICP-000777/08-221020 | i M— 1260722

w1, ammyisl (10), kopobku
KapTOHHblE/ ~




