0AO «AAJIbXUMOPAPM»

Haumenosanue npenapara o HJ{

Homep cepun (napTun)

Jara nponisojcTaa

T'onen o

MACHOPT Ne_15/469-23_

OGiiiee KONMHECTBO CTpanHL 2
cTpanuua 1

JyuaHH pactrop

A0S BHYTPMBEHHOTo BBenenus 24 mr/mi - 5 ma Nel0

150223

130223

02 26

KonnuecTso npoayKuHH B CepHH
(Kr, mIT. H TJL.)
ANJIH3 BbINOJIHEH N0

12 600 yn.

JIC-001731 - 111021

(naumvenosanue u nomep HJ1)

KayecTso NpenapaTa rapaHTHPOBAHO B TEYCHHME CPOKa FOMHOCTH NpH cobIIONeHHM YCOBHI XPaHeHHA B COOTBETCTBHH
€ npeanycanieM B HEpackpuTOA OpUrHHANBHON ynakoske.

Ne Haumenosanue H/1 na meToant PesyasTaThl
n/n nokazarenei TpeSonanns HA HCnBITAHKHA ucnyunnun
1. | Onucanue [Mpospauneii GecupeTHbIf JIC-001731-111021 Mpoapaunsblit cnerka
HAH  cherka  OKpalueHHbI OKpallieHHblil pacTROp
pacTBop
2. | Noanunnocrs 1. ¥YaeTpadnonerosble crnex- JIC-001731-111021 1. ¥Yastpaguonerosnie
TPbl NOMIOILEHHR HCIBITYE- CHEKTPbI MOTJI0WIEHKA
MOI'0 PACTBOPA H CTAHAAPTHO- HCTIBITYEMOTO PACTBOPA H
ro pacTEOpa TeoPHANHHA B CTRHAAPTHOrO pacTeopa
o6nacTy or 250 g0 300 oM Teodu1aMHa B o6aacTu oT
DOJMKHBbE HMETh MAKCHMYM 250 no 300 um umeror
nornowen s npx oaxol 1 Tol MAKCHMYM NOT/IOIEHHS
We AJTHHE BOJHbBL npx oaHo#H # ToH xe
2. KauecTBeHHble peakuny (2) ANNMHE BOJIHbL
2. MoaTsepxaenb
3. | Mpoapaunocts JMonmen GbITs NPO3IPAUHBIM omcx:;’jz ,)1(,10‘:;07,15 Mpospasiuif
4. Jlo/mxen 6uITL GecuBeTHBIM e X1v,
lipeTnocts WK BBIICPAKHBATE CPABHEHHE 0®C.1.2.1.0006.15 Memnee dTanona Y,
¢ orajnonom Y, uan GY,
5. re XIv,
pH 9,0 -9,7 0O®C.1.2.1.0004.15 9,33
NMOTEHUHOMETPHHECKHH
6. | PoacreeHnbie Teo6pomun — ne Goaee 0,2% JIC-001731-111021
npumecu Eaunnunoil xengenTHdHun- e X1v, He ofnapyxeno
pOBAHHOI MpHMEcH - 0®C.1.2.1.2.0001.15
ne Gonee 0,2% 0®C.1.2.1.2.0005.15 0,011 %
Cymma npumeceil ~ J
ne Gonee 0,5% 0,03 %
7. | Koanuecrsennoe .
onpeaenexne: JIC-001731-111021
- STHACHAHAMMH 4,2 - 54 mr/mn 5,0 mr/ma
- TeopHAIHH 17,3 —~ 21,1 mr/ma 19,3 mr/mn
8. | Crepuabnocrs Jonxen BolAepRNBATH re Xiy, Crepuabnbiii
HCNBLITAHUS 0®C.1.2.4.0003.15 aH. Ne o6
9, | BakTepuanbusie He Gonee 0,7 E3/mr ro Xiv, Menee 0,7 E3/mr
IHAOTOKCHHBI O®C.1.2.4.0006.15 an. Ne 0&‘5’5)
10. | Hasaexaembiii He menee 5,0 ma reo Xiv, 5.0 mn
ofnem OW.:S )
XHMHK-AHAJIHTHK 7 «28n 02 2023 r
(pamnnun) (Q;d‘iﬁnch) (nata)
Havaabuuk mukpoGuono- %‘f 3 ﬂj
ruueckoit 1afopaTopuu (dparuang) hgilanes) (aata)




cTpatsa 1

M | Haumenosauue HJA na metoast
wn | nokasareen TpeGoranus HJT Rk iraiie PesyanTaTht uennitannii
. | Buaumste ’
H MEXAHMYBCKHE He Gontee 9 13 315 wrryx amnya uan r'e X1v, 23158
ERANTERNS ne Gosee 23 13 630 wTyK amMnya O®C.1.4.2.0005,18
ro X1v,
E:::::;:I:ue YacTuu 2 10 MKm - ne Gonee 6000/amn, OQ’C.I.4.2.0(;96.15 87/amn.
Hactnu > 25 mkm - ne Gostee 600/amn. 2/amn,
BKJIYEHHA
12. | ¥naxosxa Mo $ ma o amnyau Tuna W weRtpans- | JIC-001731-111021 | Hlo § wa b awnyaw rwna idifi
HOTO cTexA HAH BecuseTHOID CTeKAA HEATPAALIOTD  CTeKAR € TOMKAMM
NEPROT0  THAPOJIHTHYECKONO KaAcCA ¢ HALAOMA,
TOMKAMM HAAIOME WM KOIbIAMMN. o 10 amnya smecte ¢ HucTpyKunch no
o 10 amnya emecte ¢ wwerpyxumedt no npHMenennio 8 xopobxe na kaproua,
NpuMeRenno B kopobky nl kaprona. Kopobxa  owicena FTHKETK Vi1~
Kopobxy oxnensaior ITHKETKO - Ganaeposio,
Ga ALK,
13. M&plﬂlpﬂﬂkﬂ Ha amnyne yxasvisaror Toprosoe uamme- | JJC-001731-111021 Ha amnyne ykazans TOpronoe manMe-
HOBAHME JIEKAPCTBEHHONO nNpenapaTa, HOBANME /IEKAPCTBEHHOrO npenapata,
KOHUEHTPAUMIO, ofLem npenapaTa B ma, KokuenTpaunst, ofnem npenapata s mu,
HOMED CepUM, CPOK MOAHOCTH, HOMED Cepiut, CPOK roanOCTIL
Ha  staxerxe-Bamaeporn  yrasmeawr Ha  Taxerie-6angepoan  ykadmnmi
MPEANDHATHE-IPOHIBOAHTENL W €TI0 TO- HPCANPHATHE-NPOHIBOANTEIL W ero
BADHLIfl JHAK, CTPAMY NpPOM3IBOACTEA, TOBAPHBIA HAK, CTPAHA NPOHIBOACTBA,
anpec u Tenedon/dake npeanpuaTHA- anpec . Teseon/dakc upeanpusTH-
RPOMIBOAMTENAN, TOProBOE HAHMENOBANHE NPOMIBOANTEIA, TOProBOC HAHMECHOBA-
JieKa pcTRenoOro NPEAAPATR, MEKAYHR- HHe AeKApPCTBEHHOID NPENAPATA, MeEw-
POAHOE HENATENTORAHNNOC HAHMCHOBAKMKE, nympnmwe HENATEHTOBANHOE HANME-
NEKAPCTBEUNYIO GOPMY, KOMUENTPALHIO, HOBAHNE, JexapcTBennam dopma, Koi-
) €ocTan, 00beM NpeHAPATA B M, KOJIHYE- NeHTPALKA, cocTan, obLem npenapata b
! CTBO aMnyn 8 ynakobke, «CTepuannon, M/, KOJHMCCTRO AMOYA B YNaKoske,
«Buyrpusennon, «IIpusenats no nasma- «Crepuanuon, «Buyrpusennon, «llpn-
HEHHI0 BPAA», «XPaNHTL B HEAOCTYNHOM MEHATE NO HAIHAYEHNIO Bpauan, «Xpa-
Aan pevell MecTe», YCIOBHA Xpanenus, HHThL B HEADCTYNHOM 408 aeTell mecTen,
' YCAOBHR  OTHYCKA, pPErHCTPAUMONMBITH YCAOBHA Xpanenns, YCAOBHA OTHYCKA,
Homep, wTpuxosod ko, «Cheayltre npu- perucTpaunonnsil womep, wrpuxonoi
NAraeMoll HHCTPYKHHH N0 NPHMENEHHION, Kon, «CaeayRre npuiaraemoti HHCTPYK-
Ha xopofke yxainisalor uomep cepun UHH N0 NPHMEHEHHION,
CPOK rOAHOCTH, Ha xopobke ykasamm mosep cepum n
JLONYCKAETCA HOMED CEPHH K CPOK TONO- CPOK roaHOCTH.
CTH HAHOCHTS WA BTOpHunyl (noTpebm- Homep cepuu u cpox roamocti nanece-
TEALCKYI0) YNAKOBKY B BHAE Peabeduiix Hbl HR RTOPHUHYI (noTpebHTeALCKYI0)
OTTHCKOB H/TH METONOM [1EYATH, YRAKOBIY METOA0M NEMATH,
Tpn neobxoaumocTn cpeacrsa MaewTH- Cpeaetea naentudnkaumn (xonrpoan-
PuKAUME  (KOMTPONLHLIH HAeHTHHKA- HbtH naenTHOHKAUHOHIKIA THAK, nepe-
UMOHNLIA JHAK, nepementian HHGOPMA- MEHMAR  HHPOPMAUMA, HOMep cepum,
UHR, HOMED CEPHH, CPOK FOAHOCTH) HAHO- CPOK roAnocTH) Mamecensi: xopobxa —
caTea: xopobxa — ua 3THKeTKY-6 p HA ITHKETKY-6AHACPOTD.
waM c8oSoanyio 0T MADKMPOBKH CTOpOMY
KkopolKn,
14. | Cpox roanoctn | 3 rona JIC-001731-111021 | 3 roaa
15. | Xpanenne B 3auwnuennom or ceera Mecte npu TemMnepatype He suime 25 C.
i
/ Konrpoasusiii mactep VM L2l» 02 2023r

(Pamunun)

(noanwmen)

(nara)

3aknwvenne OKK: «Jypuanun PACTBOP ANR BHYTPHBEHHOTO BBeaeHHS 24 Mr/miT - § ma NelO» cepun 150223

cooTBeTcTBYeT TpeGoBannam JIC-001731-111021

—He6nunonckan
(pamuaun)

A 27

{nonﬂ’cs)

(aara)
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@01-COII-2300-157/01-21

PA3PELIEHUE HA BBIITYCK
JEKAPCTBEHHOI'O CPE/ICTBA B OBPAUIEHHE
Ne 581723

Toprosoe nanmenoBanue JIEKApPCTBEHHO-
IO CpefcTBa, JleKapeTBeHHas ¢gopma, no-
3HPOBKA, popma BeITycKka

Dypunaun, pacmeop oas enympusennozo geedenun 24 me/vn
3 mn, avnynn (10), kopobru kapmonnste

MesxayHnaponoe HenaTeHTOBAHHOE Amunounnun
HAHMEHOBAHHeE (TPYNIHPOBOYHOE HIIH
XHMHYecKoe)
Homep cepun 150223
Ob6bem cepun 12600 yn.
Jarta npoussoacraa 13.02.2023
Cpox roanocru 3 200a

Lo 02.2026

Homep perncrpaunonnoro ynocrosepe-
HUS B 1aTa perHCTPalMH

JIC-001731 om 18.11.2011
Hama samener 11.10.2021

Haumenosaune u aapec aepxarens (Bia-
AeJIbIA) PETHCTPALHOHHOIO YA0CTOBEpPe-
HHH

Omxpoimoe akyuonepnoe obugecmeo «JAJTBXHMDAPM»
(OAQ «JAJIBXUM®APM»), Poccus,
680001, Xabaposcxuii kpaii, 2. XabGapoack, yn. Tawrxenmexas, 0. 22

Homep HopMaTHBHOI N0KYMEHTAIMH

JC-001731-111021

ITpousseneno,
aapec NPOH3BOACTBEHHON MIOMALKH

Omkpoimoe axyuonepnoe obuecmeo ASTBXHMDAP M)
(OAOQ «TATIBXHM®APM»), Poccus,
680001, Xabaposcxwii kpail, 2. Xabapoack, yn. Tauxenmexan, 0. 22

Ynakosano,
ajpec NPOU3BOACTBEHHOM NA0MAIKH

Omxpeimoe axyuonepnoe obuyecmeo «JATEXHMDPAPMy
(OAQ «[JASTBXHM®DAPM»), Poccus,
680001, Xabaposckuii xpati, 2. XabBaposck, yn. Tawrkenmeras, 9. 22

Boinyckaromuii KOHTpoJIL KavecTBa,
ajpec NPOHIBOACTBEHHOMN MJIOMAagKH

Omxpeimoe axyuonepuoe obuecmso «JATbXHM®DAP My
(OAO «JAJTBXHM®DAP M), Poccus,
680001, Xabapoackuii kpail, 2. Xabaposck, yr. Tawxenmexan, 0. 22

Homep nacnopra, aaTa Buigaun

Ne 15/469-23 om 07.03.2023

JInnensus Ha ocymecTs/ienune npouIBoI-
CTBA JIEKAPCTBEHHBIX CPEACTR

Ne 00077-JIC om 19 cenmsbps 2019 200a

HacTosumm 1 noarsepxaalo, 4To NPHBEIEHHAA Bbillle MHYOPMALKA ABNSETCS J0CTOBEPHON M TOYHOI,
Aannan cepus npowsnesiena u ynakosata va OAO «JIAJIbXUM®APM» u Ha ocHOBAHMM TOr'O, HTO:
* CEpHA NPOH3BEJICHA B COOTBETCTBHM C AeiicTBYIoWMMH [TpaBunamu Haanexawel npomIBoACTEEH-
HOM MPaKTHKH, iHUeHIHEH Ha NMPOHIBOACTBO JIEKAPCTBEHHBIX CPEACTB ¥ TPeGOBAHHAMH KOHTPOJIA
KA4ecTBa JIEKAPCTBEHHBLIX CPEICTB;
* CepHa oTBeuaeT TpebOBAHHAM PErHCTPALIMOHHOrO JI0Cke;
* NOKYMEHTALKMA NO JAHHOW CepUM NpPOLLIA NPOBEPKY Ha NOAHOTY M JIOCTOBEpHOCTHL W Obina yTeep-
AKJIEHA JIHLAMH, OTBETCTREHHBLIMM 34 NPOH3BOIACTBO H KOHTpPO/IL Ka4yecTBa
paspewiena K esinycky na meppumopuu Poccuiickoi @edepayuu

YnonHoMoueHHOe JIHLO!

QHQCK'I‘OQ [0 Ka4yeCcTBY- 4 >
Yl

HeGpimonckasn T.B. 07.03.2023
(DHO) (noffimcs) (nata)
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