% PA3PEIIEHHE HA BBIITYCK
JEKAPCTBEHHOI'O CPEJICTBA B OBPAIIEHUE
Ne 3923/21

©01-COI1-2300-157/01-21
Toprosoe naumenosanme JIEKApCcTBeHIo- Amunoxanponosan xucioma, pacmeop das wiehyzuti 50 meivn
0 ¢peacTsa, AekapeTseHHas gopma, qo- 100 s, Gymeinku emexannnsie dan Kposu, mpancdvsuomiery u
3HPOBKa, opMa Buinyeka unghysUOnHBIX npenapamos (33), auguxu xapmornusie
Mewxaynapoanoe HEMaTeHTOBAHHOE Asunoxanponosan kucroma
HauMeHoBsanme (FPynnupoBoyHoe WK

XHMHYecKoe)

Homep cepun 2712271

O0bem cepun 274 sy, ]
Jlara npomwssoacrsa 12,2021

Cpok rognocrn 5 nem

Mo 12,2026
P N003799/01 om 02.10.2009

Homep perucrpammonsoro YaocroBepe-

HISE H 1aTAa perucrpaunn

Hama zavenst 29.10.2020

Haumenosanune u ajpec aepxarens (Bia-
AeIbUA) PErHCTPAUMOHHOIO yhocroBepe-

Omxpetmoe akyuonepnoe oburecmeo
«HATBXHMDAPMy (OAO «JASTBXHM®A PMy),

Poccus, 680001, XaGaposcxuti kpati, 2. Xabapose,
ya._ Tawnenmeran, 22
Hosep nopmarusnoii foxymenramnn P ND03799/01-291020
L l'lpomﬁ ¢feno, Omrpoimoe akyuonepnoe obyecmao
. 4 «HATTBXHMDAPM» (OAO TATTEXHM®BAPM»),
WADEE PO BORKTBEHEON ITaIA I 680001, Xabaposciuii kpaii, 2. X abapoack,
ya. Tawkenmexas, 22
Ynakosano, Omxpoimoe axyuonepnoe oGuecmso
: < «ASIBXHM®DAPMy (OAO « ATTBXHM®DAPM»),
ajipec NPoOH3IBOACTBeHHO IIomanKn 680001, Xobaposesia xpf?. s Nibaphacn,
va. Tawxenmexasn, 22
Omxpeimoe axyuonepnoe obuecmen
CHATTBXHM®PAPM» (OAO «JTATTBXHM®DAPM ),
680001, Xabaposcxuii kpai, 2, Xabaposcic,
. Tawxenmeras, 22

Ne27/4379-21 om 21.12.202]
Ne 00077-JIC omi 19 cenmatps 2019 200q

HIIst

Brinyckaromuii konrpoas KayecTsa,
Aapee NPOH3BOJACTBEHHOM MJIOIAXKH

Homep nacnopra, aara spigaan
JInuensust Ha ocymecTiIenHe NPoN3BOI-
| €TBA JIEKADCTBEHHBIX CPEACTB

| CepridnraTn

cepmudhukane: coomeemcmeun cucmens Menedicatenma kaieemaa |
6 CHCTEME CEPTHOHKALIHH PYCCKOIO PETCHCTPA
‘ MNe 19.2176.026, 19.2176.026/1, cpok delicmeun do 15.11,2022 2,;
cepmugpuram coomeememeun 8 Cucmenme dobpogoaenoi cepmudghu-
Kaipiu cuchem Menedoemenma «CEPT-OCMy AQ « BHHECy
Ne OCM RU.04-C 21-160, cpoxr deticmeanus do 29.05.2022 - J
Hactosimum a noateepkaaro, uto NpHBEICHHAA BbIUE HH(pOPMALUA ABaseTCH JOCTOBEPHOT U TOUHOI.
Aannaa cepua npowssenena n ynakobana #a OAO «JTAJIbXUM®DAPM» u ua ocrosanum TOro, YTo:
* CEpHA TPOM3BE/EHA B COOTBETCTBHH € AeHCTBYIOLMMH Hpasunamu Haunexauteli  npoussogctaer-
HOH NpaKTHKH, JIMLEHINEl Ha [POHIBOACTBO ACKAPCTBEHHLIX CPEACTB M TPeGOBAHUAMK KOHTPOS
Ka4eCcTBa IEKAPCTBEHHBIX CPEICTE;
* CEpuA OTBEYACT TPEGOBAHMAM PErHCTPALIMOHHOIO A0Che;
* AOKYMEHTALHA 110 AaHHOM CepHH MpolLia NpoBepky Ha MOMHOTY M OCTOBEPHOCTL M Oblsia yTRep-
KACHA JIMLEAMH, OTBETCTEEHHBIMH 32 NMPOHIBOACTEO U KOHTpOJIb KayecTna
paspeniena K esinycky na meppumopun Poccutickori Dedepanuu

He6binonckas T.5. ) i 21.12.2021
(DHO) (nonfl_ucb) (aara)

e



OAOQ «JIANIBXHUM®DAPM»

HaumenoBanue npenapara no HJ{

Ofiwee KoANECTRO CTPARKN 2

NACIIOPT Ne27/4379-21_

Homep cepun (naptun)

Topen go

crpammia 1

AMHHOKAIPOHOBASI KHCJI0TA
pacTBop aas uHdysuit 50 mr/ma — 100 ma Ne 35

271221

12 26

Koanvecrso npoaykunu B cepnu (Kr, wt. # T.4.)

JaTa npoH3BoicTBA

ANa,Tu3 BLINOJHEH N0

274 s,

12 21

P N003799/01-291020

(nausmenopanie it nomep H1)

Kauectso npenapata rapaHTHpoBaHo B TeueHHe CpoKa FOAHOCTH NIPH COGMLIOAEHHH YCIIOBMIE XPAHEHHS B COOTBETCTBHH
C NPEeANHCaHHEM B HEPACKPLITOH OPUrHHANBHON ynakoBKe.

Jr:?u HaumenoBanue nokasareneii TpeGopauna HI Hﬁ::r’?::;::‘;u ::gy:: ;’:::;;'
1. | Onucanue Tpo3paunsii P N003799/01-291020 [pospaunwiit
GecumeTHeIl pacTROp Gecuserubiil pac-
TBOp
2. | Nompinunocts Kauecrsennble P N003799/01-291020 Noareepauenn
pearuun (4) o X1v,
OMd®C.1.2.2.0001.15
3. | lpospaunocTs Homaen Guite re Xiv, Mpo3paunsiit
npo3pavyHbIM OdC.1.2.1.0007.15
4. | Usernocts Josken 6bITh ro xiyv, BecuseTnpiit
GecuseTHbIM O®C.1.2.1.0006.15
5. | pH 7,0 - 8,0 ra Xiv, 7,44
0®C,1,2,1.0004.15
MOTEHUHOMETPHYECKHTT
6. | Komnuecrpennoe onpeaese- P N003799/01-291020
HHe
AMHHOKATIpOHOBaR
KHC0TA 45,0 — 55,0 mr/ma 51,2 mr/ma
Hatpus xaopna 8,6 — 9,5 mr/ma 9,2 Mrima
y fi Crepn/ibHOCTL Jonxen 6b1Th ro X1v, Crepuasibii
CTePHILHBIM 0®dC.1.2.4.0003.15 an. Ne ﬂ?f’ ]
8. BakTepuaabHbie rdad X1V, Mence #ee2 E3/mr
IHA0TOKCHHBI He Goaee 0,05 E3/mr 0O®C.1.2.4.0006.15 an. Ne 77
9 Hiapnexkaemblii o6bim He menee 100 ma ro xiv, 101 ma
O®C.1.4.2.0003.15
XUMHK-2HANHTHE ﬁz"f «ll» 12 2021r
(amuann) (nofinues) (aaTa)
Hauansuuk mnkpobuono- % "057" » /oz- 2021 ¢
ruveckoit na6opaTopuy (@asumiz) ) (naa)




eTpannna 2

N | Haumenonaume HI Ha MeTonn
i | messsirenih Tpe6osanus HT e, PesyasTaTh uennitanmii
10. | Buanmuie mexa- | He Gonee 9 3 315 WTYK SYThT0K HAH
HHUECKIe tte Gonee 23 m1 630 umyx Gyteinox o X1y, s
Rabnka O®C.1.4.2.0005.18
Hesuaumsie ve- Rboinsute PR re xiv, S
XaHuUeCKHe L T < 6 Mo = wie Goutee yr. O®C.1.4.2.0006.15, T
BRAKYeHHS TacTuu > 25 MKM - He Gogee 600/6yT. 36y,
11, Ynakoska Mo 100 ma B 6yTeLIKH cTeknnnABIE Ana | P N003799/01-291020 | Mo 100 a8 GyTuuticn cTeknRHnble aam
Kpop, TpanchyimouHwx B HBdyIHon- KPOBH, TPAHCHYIHONNBIX 1 uitdhyamon-
HBIX MPENAPATOD BMECTHMOCTRIO 100 ma NBIX OPENApATOR BMecTUMOCTRIO 100
YRYNopennsie npoGkamMH M3 peanusl M, YKYNOpeHuLIe npolkamn u1 peaniu
ofmareie RIAMHHHEBBIMY ROINAYKAMH, H ofxAThIe AAHOMHEMEDLIMH  KOINA Y-
Ha GyTouikd  naknensawr ITHKETKH KM,
Gymanunie wmn CAMOKJIER L HEEA, Ha Gymuake  saxaecnm ITUKETKH
01 1 1o 35 GyTeia0K ¢ PRBHEIM KOAKte- Gymamunie,
CTROM WHCTPYKUHH MO npuMenenwi B 35 ByTeuiok ¢ pasueim KOTHYECTBOM
H3  rodpup HHOID KAPTOHA ¢ HHCTPYKUKI N0 NPHMEHENHIO B HmHKEY
NPOK/IAAKAMM, € NEPErOPOAKAMH WM H3  rodprpeRantoro kaprona ¢ npo-
PeuleTKAME («rielaamun) Ge3 npeapapu- KAAAKAMM, ¢ neperopoaxamu Ges npen-
TeILHOH YKIAAKH B nawkn, RAPHTENLION YKIAAKH B navmi.
12, Mapkupopka | He omHkerke 6yTiikn ykasbinant npea- | P N003799/01-291020 | Hr stuxerxe fiyroiann yK21aHBE npea-
NPHATHC-NPONIBONNTENL W ero ToORAp- NPHATHE-NPOHIBOANTENL M €rd Tobap-
HLIA IHAK, CTPANY nponIBoacTDA, aapec LI IMAK, CTPAHA NponinoacTa, Agpes
Teaedion/hake NpeanpuATHA- " Tenedon/paxe NpeAnpHATHA-
NPOHIBOAHTEIA, TOPIOBOE HAHMEHOBAHNE NPOMIBOANTENR, TOPIOBOE HAMMEHORA-
ACKNIPENAPATA, MEKIYHADOAHOC Hena- MHE Aex.nipenapata, MexayHApoanoe
TEHTOBAHNOE HAKMEHOBAHHE, /IEK, top- HENATRNTOBANIOL HANMCHORANME, ek,
MY, KOHUCHTPAUHI, COCTAB, TEOPETHYe- dopma, KONUEHTPAUMR, COCTAB, Teope-
CKYI0 0 I b, ofikem npenapata B THIECKAH OCMONHPHOCTE, 0fbeM npena-
ma, «Crepuasnaon, «Buyrpusemnon, «kia- PATA B MA, «CTepuanuon, «Buytpunen-
neAbHow, «IlpMEHATs MO HalHAweHHID now, «Kaneasnon, «llpumenstn no
Bpauan, «XpaHuThL B HeaocTynHoM anm HAIRAMEHHIO npalllu,«xpalmn. B Heno-
naetell MecTen, yeaosun xpanenus, pern- CTYRNOM A0A feTefl mecTen, yejaommHs
CTPALMONNLI HOMED, HOMep cepun, cpoK XPAHCHHN,  PErHCTPRAUHONHLIL fomep,
FOAHOCTH, WTpHXDBOH Koa, HoMep cepus, cpox roanocTw, wrpnxe-
Ha yTikerxe smmka yxainsasor npea- Boll koa.
NPHATHE-NPOMIBOONTENL H er0 TOBAp- Ha stuxerke awmea yxasano npea-
Hul IHak, cTpany nponiInoacTea, aapec n NPHATHC-NPOMIBOAHTENL 1 ero ToBap-
Tenedon/dpaxe NPEANpPUATHR- LIl 3HAK, CTRANA Mpou3nodcTes, aapec
NPOHIBOINTENA, TOPrOBOC HAHMEHOBANINE M Tenedon/pare NPeANpPHATIA-
JIEK. MpenapaTa, MEKAYHADOOHOE Hena- MPOHIROAMTENR, TOProBoe HAKMEHORA-
TEHTOBAHHOE NAHMEHDBAHHE, Jek. dop- HHE JeK. npemapaTa, MeAIyHApOAHOE
MY, KOHUEHTPAUMIO, €OCTAB, TEOPETHYE- HENATEHTORAHHOE HAHMEHORAHNE, 0K,
CKY10 OCMOJIAPHOCTH, KOHYECTEO NOTpe- Bopma, konuenrpauun, cocras, Teope-
furensekux ynakonok, obnem NPEnRPATA THHECKAR OCMOIMPHOCTD, KOJMMECTEO
B M1, «CTepunsion, «BuyTpupennon, NOTPEOHTENLEKHX  YNAKODOK, O0BEM
«Kanensnon, «[IpusenaTs no Hasnaves fnpenapata 8 ma, «Crepuision, «Biyr-
HHIO BpRYA», «XPAHNTL B HeaoCTYMIOM punciunon, «Kaneasnon, «Mpumenats
ana pereit mecren, ofl1m CTAUHOHAPOBY, N0 HAIHAYMEHHID Apauan, «XpaunThL B
YCIORHA XPANCHHR, PpPerHcTpauHoinbiil HepocTynnom AaA gerellt mecren, «Lan
HOMED, HOMCP CCPHH, CPOK T[OAHOCTH, CTAIMORAPOBY,  YCIOBHA  XpaHeHus,
AATY BRINYCKA, INTpRY0BOil Koa, PErHCTPAUHOHHBIE  HOMED, HOMep co-
Mpu neobxoaumocrn cpeacran macHTH- PHH, cpOK rogiocTh, aaTa Buinycka,
¢ (konTpoasnuil  unentug uTpHxoBo# Ko,
tR 3maw, mep dop Cpeactna uaenTHHKAUMN (KonTpoaL-
UHR) HAHOCATCA! TPAHCNOPTHAA YNAKoa- HBIA HacHTHMKAUHONNEI 38K, Nepe-
KA (AIIHK) - ua cTHKEp. MEHHAR  HADOPMAUNR)  HANCCENHR:
TPANCOOPTHAR YMAKORKA (AuHK) - WA
CTHKED,
13. | Cpok roanoetu | 5 jer P N003799/01-291020 | § ger
14, Xpanenne | B iawmuwiensiom oT cBeTa mMecte NpH TemMnepaType He Beime 25°C
KonTtpoasusiit macrep
(pammann) (noanwcs) (raTa)

3akmouenne OKK: «Amunoxanponopas kuciora PRCTBOP Ans uudy3nH 50 mr/ma —100 ma Ne 35» cepusn 271221

—Hebbinonekas

(pamuansn)

«&» 7/'6” 2021 r

(aaTa)




