OAOD «JAJIBXHUMDAPM»

OGuiee X0 |HYECTBO CTPANHL 2
cTpanuua 1

NACHOPT Ne_9/2633-22_

HaumenoBanue npenapata no HJI

Homep cepuu (naprun)
Jata npou3Bo/JcTBa

Topen no

)Iuﬁaso.n PACTBOP /19 BHYT YHBEHHOrO

H BHYTpuMLImeunoro nsenenns 10 v r/ma- 1 ma Nell

90722

07 22

07 26

Konuuectro npoayxituu B cepun (Kr, WT. H T.1.)

AHA/IH3 BBINOJHEH N0

14 000 yn.

JIC-001560-220421

(naumenopanue w womep HE)

Kayecteo npenapata rapaHTMpOBAHO B TEYCHME CPOKA FOAHOCTH NPH COOMIONEHHH YCNOBMIt XpaHe 8 B COOTBETCTBHH C
NpeanHcaHHeM B HEPACKPLITONH OpHrHHANBHOH ynakoske.

Ne Haumenopanne TpeSonanns HJl H na metonst PeaynsTatsl
n/n noxasaresneit HCMBITAHHH HCAbLITAHMI
1. | Onucanne Mpo3paynpiit  GecuseTHbIH JIC-001560-220421 [Tpo3pa et Gecusernbiii
PACTBOP € XapaKTePHbIM 38- paCTBO] ¢ XapakTepHbIM
naxoMm 3aMAX0N
2. | NomaunHocTh L.YnsTpaduosieTonsle cnex- JIC-001560-220421 1.¥YaeT] adnoseToBble
TPLI Noryiolenun pacreopa b rae Xxiv, CNeKTDI | NOTJIOLIeHHs pac-

HCNBLITYEMOro pacTeopa H
pacreopa Il cranaapraoro
pacTeopa GeHOA30NA THAPO-
xnopuaa (Genaasona) B o6aa-
eTH or 225 1o 300 um ao/pKHLI
HMETh MAKCHMYMbI H MHIIH-
MYMBI IPH OJIHHX H TEX XKe
ANHHAX BOJIH,

2. KavecTBeHHbIe peaKuuH (2)

0®C.1.2.2.0001.15

TBopa E nensiTyemoro pac-
TBOpa 1| pacriopa ll cran-
AAPTIO! 0 pacTROpA Genna-
3o0na ru, (poxaopuaa (Genpa-
jona) B y6nacTn ot 225 a0
300 HM UMET MAKCHMYMBI
H MHHH 1YMBb] NIPH OAHHX H
TeX e [ IHHAX BOJI,

2, TMoar icpxaenn

3. | Mpospaunocts Homxen GbITh NPo3padHbIM ro X1y, Tpozpaunntit
0®C.1.2.1.0007.15
JonieH BhIAEDKHBATL CPaB- ro Xy,
S as HeHHe ¢ ITanoHoM By 0®C.1.2.1.0006.15 Mcuee orasnona By
5. | pH I'eo X1V,
2,8-33 0®C.1.2.1.0004.15 3,18
MOTEHUHOMETPHYECKH
6. | PoacTBenubie He Gonee 0,05% JIC-001560-220421 Aenee 0,05%
npHuMecH
7 Konuuecrsennoe
onpenenenue JIC-001560-220421
Benaalon ruapo- ro xiv,
xaopua (Gennason) 9,0 - 11,0 mr/mn 0®C.1.2.1.1.0003.15 9,9 Mr/mn
CnupT 3THI0BLIH 9-11% 10,4 %
8. | CrepuasnocTn Homxen BLIEDAKHBATE ro X1y, CCTepuanibIl
HCNBLITAHKHA 0®C.1.2.4.0003.15 am M ¢4 5
9. BakTtepuannHbie He Gonee 8,75 ED/mr Td X1V, Mi nee 8,75 E3/mr
IHAOTOKCHHBI 0®C.1.2.4.0006.15 ai. Ne -0
10. | Useaexaemniii He menee 1,0 ma ro Xiv, 1,0 ma
00nEM 0®C,1.4.2.0003.15
XHMHK-BHANHTHE —JluTRHHuUEBA e «d» 08 20221
(bamunun) (n(ﬁnuch) {naTa)
Hakanbuuk  mukpoGuono- ] Lycuiopa ]Jdﬂ’VUJU’ w W M « 15: 0 8’ 2022 r
ruyeckoii naGopaTopnn [ (basnmns) (noansiey) (nata)




crpanma 2

M | Hanmenumnne TpeGopauna HJJ HA aa wevonu Pe3yab1 aTel HenbITaHMi

n/n | noxalarened HCnbITAHMI

11. | Buaumsie mexa- He Goaee 9 m3 315 iy amnyn wan ro Xiv

HUYECKHe e Goace 23 w1 630 wryk amnya 00C.1.42 00’05 18 1315
BEAOYEHHA o .
Heruanmbie mMe- e X1V,

Yaceruu 2 10 mewm - 1e Gostee 6000/amn. Tlamn.
EREHAGEANE YacTuuy 2 25 Mxw - e Gonee 660/amn, 0®C.1.4.2.0006.15 0/amn,
BKAIOYEHHA

12. YnakoBka o 1 wa b amnyam Tuna LT neftrpaas- Mo | mn B amayaet  Tana LN
HOTO CTeKAA man Oecusernoro crexaa JIC-001560-220421 HEHTPANLIOrD  CTEKTA €  ToMKamu
AECPBOTO  FHAPOAHTHYCCKOrD Kiascca ¢ uapjoma. Ilo 10 amMnyn mmecte ¢ Mis-
TOUKAMM HALIOMA MIH KO/IBUAMH, cTpyKkuscit no npumenenwio B kopolke
Ifo [0 amnays BMecTe ¢ MHCTPYKuMeR no 3 KAPTONA.
npuMencHnio B Kopolky m3 kaproma, Kopofka o1 eena ITHKETKOI-
Kopofxy oxneumasor ITHKeTKOH- Ganaepoawio,

Ganaeponbio.

13. Mapkuposka Ha amnyse yKaieisaioT Toprosoe Hanme- Ha amuyne yiajanst Toprosoe Haume-
HOBAIWKHE JIEK. NPENAPATA, KONUEHTPAIINEO, JIC-601560-220421 HOBRHHC JICK. NPENAPATA, KOHUENTPA-
ofibeM npenapaTta B M, HOMEP cepHM, uHR, o0BLEM T penapaTa B M, HOMED
CPOK MOANOCTH, CEPHN, CROK IO HOCTH,
Ha  oTmxerxe-Ganaecponn  yxaisimator Ha  otukers:-Gamaepoam  ywaiamm
MPEINPHATHE-EPONIRONHTEN M €ro To- APEANPHATHE-1 POHIBOAHTENL B €ro
BApHbIf  3MAK, CTPAHY BPOM3BOACTBA, TOBAPHKI 1A ¢, CTPAHA IPOMIROACTEA,
azpec M Tenedon/haxe npeanpusTHS- AZpec u Teae yom/dake npeanpuATRA-
TIPOHIBOAHTENR, TOPrOBOE HAHNMEHOBAHME MPOMIROANTED: , TOPIOBOE HAMMENORR-
JIEK. NPEeNAapaTa, MEXIYHADOAHOE HEMa- HHE JIEK. MpE 1ADPATH, MEXAYRAPOANOE
TEHTOBAHHO? HAHMEIIOBANTIR, [TEK, ¢OPHY, HCMATENTORAHI OC HAHNMCHOBAHME, JCK.
KOHUCHTPALMI0, HAUMCHOBAHHE M KOIM=- dopmy, KoHUC ITPANHA, HARMENOBANNHE
HeCTBO NERCTRYIOMErD BEIICCTBA W Nepe~ H KOAHUECTRO |eHCTRYIOMIErD BelUeCTRA
“eih BCNOMOTATEALHLIX BelecTs 8 1 Ma H Nepeyciib BC IOMOTATCLILNLIX BEUECTR
npenapata, ofbemM npemapata B MA, xo- 8 1 Ma npenagata, ofbem npenapata s
JHUYECTBO AMAYA B ynaxosxe, «CTepuib- M, KONHUECT i0 AMNYJ B YHAKORKE,
Hoyn, «BuyTpuBenno», «Buyrpumbimen- «Crepuiasnon, «BuyTpusennon, «Buyr-
non, «Ilpusenats no uzsmauesuio Bpa- pusbieanon, «fpumedaTs no naina-
Han, «xpllm'l'ﬁ B HepoCTYNMHOM Ana aAered Henwl0 Bpausy uXlellﬂ. B HeaoCTYN-
MecTeH, Yy P ¥ HOM A9 AeTCH MecTe», YCenoBHA XpANe-
OTMYCKA,  permcTpaumonusii  momep, HHA, YCAOBHA )TOYCKA, PCTHCTPANHOM-
mrpuxosol wxon, «Caeayfite npwaarae- uniit nomep, w rpuxosoft xoa, «Cnenyit-
MOH HHCTPYKIHH 110 IPHMEHCHIION, T¢ NpuARraeMcfl MHCTPYKUHN NO npu-
Ha wopolke ykaisiBaior MoMep cepum w MeHeHHIy,
CPOK FORHOCTIL Ha kopobke ycadaum momep cepun u
Jonyckaeres nomMep CEPHH H CPOK roaHo- CPOK FONOCTH,
CTH HAHOCHTL HA BTOPHUYHYI (nOTpetu- Homep cepum | CpOK roanoCTH Hanece-
TE/IbCKYH0) YRAKOBKY B BHAE peabedbix HBl 1TA BTOPHY 1Y (MOTpeluTEABCKYI0)
OTTHCKON HJIH METOAOM TEATH. YOAKOBKY METC 10M NEURTH.
Ilpr HeoOXOAHMOCTH CPEACTRA HACHTH- Cpeacrsn nael Tadukaunn (KORTPoNL-
¢ {kontp thifl  HaenTHdHKa- HBIH HACHTHD! KRIMOHHLIL JNaK, nepe-
uHOHMLA 3nak, nepemenman uugopma- MEHHAR HHPO| MAUNSR) HANECCHBL KO-
ug) HanocaTen: Kopolixa — na ITHKETKY- pofika — Ha 9TH eTKY-0anaepoan,
6 POIs HAH C VIO OT MAapKku-
poskH cropony kopobu.

14. | Cpok roqnoctn | 4 roga JIC-001560-220421 | 4 rona

15, Xpanenue B 3awniiensom 0T cBeTa MecTe NpH TemnepaType He Buime 25°C,

KonrpoasHeiil Mmactep

10xomian

/ﬁM‘“ cds @8 desnr

(amuinn)

(noanuce)

{naTa)

3axmouenne OKK: «/Iubazon pacTeop ANA BHYTPHBEHHOIO H BHYTPHMBIIIEYHOTO BBeAcHNA §i mr/sa - 1 ma Ne 10»

cepus 90722 cooreercThyer Tpebomannam JIC-001560-220421

7

Zsof

(pamuann)

( HCh)

(aata)




&

®01-COII-2300-157/01-21

PA3SPEUIEHHE HA BBIITYCK
JEKAPCTBEHHOI'O CPEACTBA B OBPAIIEHHUE

Ne 2396/22

Toprosoe nanmenoBanue NexapeTBenHo-
ro cpeeTBa, JeKapeTBeHHan dopma, 10~
3HPOBKA, hopMa BRITYCKA

Hubazon, pacmeop ons enympusennozo u & (YMPUMBIIUEUHDZ0
esedenun 10 me/mn 1 ma, amnyant (10), kopoiixu KapmonHste

Mexaynapoanoe RenaTeHToBaHHOE EBenoason

HAHMEeHOBaHHE (TPYNNKXPOBOYHOE HIIH

XHMHYECKoe)

Homep cepun 90722

O6bem cepun 14000 yn.

Jdara npoussoacrea 07.2022

Cpox rognoctn 4 20da
Ao 07.2026

Homep perncrpaumnonsoro yaocrosepe-
HH H JATA PErHCTPALHH

JIC-001560 om 02.04.2012
Hama zamenst 22.04.2021

Hanmenosanue u agpec aepxarens (Biaa-
AeIbIA) PErHCTPALHOHHOIO YI0CTOBepe-
HHS

Omxkpeimoe axyuonepnoe obwecmao «JJAT XHMDAPM>»
(OAO «JTATTBXHM®APM»), Poc us,
680001, Xabaposckuii kpati, 2. XaGaposck, ya. Cawkenmexas, 22

Homep HOpMATHBHOI JoKyMeHTAIHH

JIC-001560-220421

Ilponsseaeno,
aJapec NPoU3BOACTBEHHOM MJI0MALKH

Omxkprimoe axyuoneproe obuecmeo «JJAJI XHMDAPM»
(OAO «JATTEXHM®APM»), Poc us,
680001, Xabaposexuii kpati, 2. Xabaposck, yn. " awxenmeran, 22

Ynakosano,
aapec Npou3BOACTBeHHOH MJI0MAAKH

Omkpwimoe axyuoneproe obiyecmao «JATL XHMDAP My
(OAO «JAJIBXUM®BAPM»), Poc. us,
680001, Xabapoackuii kpaii. 2. X abapogck, yn. | awrenmcxas, 22

Brinycxaomuii KoHTpoan kauecrsa,
aapec NPOH3BOACTBEHHOM TLIOMAAKHY

Omipotmoe axyuoneproe obuecmao «JAJTE XHMDAP My
(OAQ «TATTEXHMPAPM»), Poci us,
680001, Xabaposckuii kpaii, 2. Xabaposcx, ya. iaukenmerxas, 22

Homep nacnopra, 1ata Beigaun

No 9/2633-22 om 15.08.202:

JIuensns na ocymecrs/iaenne npon3Boj-
CTBA JICKAPCTBEHHBIX CPEICTB

Ne 00077-JIC om 19 cenmabpa 2019 200a

Ceprndnkars

CePMUPUKAMBI COOMBEMCMBUS. CUCINEMBI MEHED: CMENME KATCOMGa
8 CHCTEME CEPTHOHKALIMH PYCCKOIO P iTHCTPA
M 19.2176.026, Ne 19.2176.026/1, cpox deiicmans do 15.11.2022 2.

Hacrosuwm A noaTBepsizaaio, uto NpHBeeHHAas Bhille HHGOPMALIHA ABAAETCA TOCTOBEPHOM K TOL HOM.
Hannas cepun npow3senena u ynaxosana va OAQ «TATIBXUM®DAPM>» 1 Ha 0OCHOBaHMHM Toro, 1T0:

* CCPHA NPOH3IBENLHA B COOTBETCTRUM ¢ AelicTByiommmu [Tpasunamu nannexauicii

HOM TPaKTHKH,
KA4€CTBA /ICKAPCTBEHHBIX CPE/CTE;

NPOM3BOACTBEH-

HUEHIHEH HA NMPOH3BOJICTBO NIEKAPCTBEHHBIX CPENCTB M Tpebosa msmMi KOHTPONs

* CEpHA OTBeUAeT TPeGOBAHMAM PErUCTPALIMOHHOIO 10Cke;
* AOKYMEHTALHA N0 JAHHOH CEpUM MPOLLNA NPOBEPKY HA MOJIHOTY H JOCTOBEPHOCT » H Ghiia yTBEp-
K1eHa IMLAMH, OTBETCTREHHBIMH 3a MPOMU3BOACTBO U KOHTPOJIbL KayecTna
paspeniena K esinycky na meppumopuu Poccuiickoii ®edepayuu

YnonnoMoueHHOE THLO;

(PHO)

Hebputonckas T.B.

(noarncs)

—

08.2022

{nara)




