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Koanuecrso npoAyKusn B cCpHM

(ir, WIT. H TL)
ANAJ/IH3 BBINOJIHCH 110

KauecTso Npenapara rapaHTHPOBAHO B TEUEHHE CPOKA FOAHOCTH NPH coBmoneHuM yciosni

12102 yn.

JITI-N2(000439)-(PT-RU)-191121

(vanmenopanne u womep 110)

XPAHEHNA B COOTBETCTBHH C NMPEANHCAHNEM B Hepacprlmﬁ OpPHIHHANLHOA YNAKOBKE,

CTAHAPTHOrO PACTBOPA AC-
kopbnuoBoit KHeN0THL B 067a-
cTi 0T 230 g0 300 um posTKHBL
UMETH MAKCHMYM nOrjaoue-
nun npu (265£2) nm.

2. KayccTBennnie peakumn (3)

0®C.1.2.2.0001.15

Ne Hanmenosanue TpeGopanus H/1 H/ na meToant Pesyabratsl
n/n nokasarenei HCMLITAHRA HenbITAHMI
1. | Onncanne Mpo3paunsiii cnerka JIT1-Na(000439)- Tpoipaynsiii caerka
OKpALIEHHBIH _ pACTBOP (PT-RU)-191121 oKpauielnbiil PacTac]:
2. | MoanmunoeTs LY ®-cnexrpb! NOrA0OWeHHs JIT-Ne(000439)- 1, Y®-cneKTpbi naivio-
MCNLITYEMOr0 PACTBOPA M (Pr-r‘lgj;ll:'“u LIEHHS HCMBITYeNGED

pacTBopa M CTakiEpy-

HOFO PACTBOPE &CKAp= |

Gunonoit KneaAOTE!
obnactTi o1 230 sobug
HM HMET MAKCRMYM
NOrAOLIEHHS TP Lhe
1M, 2012
2. MoaTBepRALH B!

3. Y re X1y
| Mpo3paunocts Jomxer 6b1Th NMpoIpatinbIM o mC.l.z.l.OI;07.i 5 ITpospaunnisi
4. | LiseTHOCTH Howken BbUIEPKHBATE CpaB- e X1v, )
meune ¢ 971, Youan GY, 0®C.1.2.1.0006.15 Monas aranoun Y,
5. | pH 57-170 I'e XIV, 6,29
O0®C.1.2.1.0004.15
[OTEHIHOMETPHYCCKHIT
6. | Poacrsenusbie HenwiTyemsiit pactsop aoa- JITT-Na(000439)- Npospauneii
IPHMeECH KEH OCTABATHCA NPOIPAMHLIM (PI-RU)-191121
Te Koanyecrsennoe JITT-Ne(000439)-
___| onpeaescune WA~ AR N (PT-RU)-191121 52,0 mr/ma
8. | Crepuasmocts JTosken 6biTh I'd X1V, CTepHaLHLII |
CTEPHABHBIM O®C.1.2.4.0003.18 an N 74,25
9. | bakTepHaaLubie re XIv, Menee 1,2 ES/mr
JHAOTOKEHNBI fia finsse 13 Eaue 0®C.1240006.15  |aw. N 7/:76"
10. | Hasnexaemuiii oGbem He menee 2,0 Ma rao X1v, 2,0 ma
O®C.1.4.2.0003.15 |
AUMHK-2HAJIHTHK W «03» 12 Zg2r
(hamuaun) (noanscs) (navaj s
Hauanbunk  mikpoGHoio- %‘f G 1L - Guiir
riveckoil 1aBopaTopHH (dhasmaen) (i) (nata)
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CIpanKis £

CH PO
M| Hauvsmantane TpeGopanusa HI HA as ueroau Pesyanratei nenbiramsi. .. |
n/n_| nokasareneit HCTILITAHMI 4
11. | Busumuie mexa He Gonee 9 u3 315 wryk asnya wan re X1y, 318 i
Hiecxue ne Goaee 23 w3 630 mTyk astnya OdC.1.4.2.0005.18 i wa )
BRAKYEHURA f
T
Hamwmocns spe. Yacruu > 10 Mxcs - ne Gosree 6000/amn. re Xiv, 11&/amn,
BAMICIECNA Unetiu 2 25 Mxw - He Gonee 600/amn, O®MC.1.4.2.0006.15 2amn,
BKAI0NEHHA i
12. Ynakoska flo 2 ma » amnyas Tina LU weftrpaisnoro Mo 2 ma e amnyam runa LT seefivia i
- CTEKAA € TOMKAMM MAANOMA WiH Koawusu#, [lo .ﬂﬂ-.N'I(OOMBQ)‘ crexan ¢ touxamn wauioma, To 16 wsuya
10 amnyn Bmecte ¢ HKCTPYKIMEA N0 APIMEHEHITO sMecTe ¢ uNCTpYKumell no npusencano B
B kopolxy w1 kaproua. Kopobky oxaennasor (PF'RU)'WI 121 xopofxe m kaprona. Kopobia oxacens i
JTHkeTKoR-0R1ACPOBIO. KeTKji-6antepoanio. SRR
13, MapKHPOBKl Ha amnyae yxai Toprosoe HHe Ha amnyse yknianm Toprosoe wansenosanue
AK. npenapaTa, KOWUEHTPAUHM, ofbem npena- JITI-Ne(000439)- ACK. NPENAPATA, KOMUEHTPaI, ofnen npena-
PATA B M., HOME] CEPHIL, CPOK FOAMOCTH. PATA B MA, HOME] CEPHIL, CPOK TOANOCTH,
Ha rmukerse-i p YKAIMBRNT NP (P r-RU)—lDllZl Ha yruxerxe-Ganaepoan yxatanu npeanpis-
# THE-NPOHINOANTENL I €10 TOBAPHMN maK, trpl— THE-POMIBOANTESS H X0 Tomapmwil’ .
Hy ny y RApec W dpow/daxc npea- CTPAMA NPOMIBOACTSA, Aapec i Tetedon/daxe
npus TeAR, TOprosoc )y Topropoe
HHE ek, nplmpln, MERAYHADOANOE HENATENTO- muuelwllmu Jlelt NPEHAPATR, MEWAYHAPOL-
ARIINOE HAHMEHOBAINE, NeK. HOPMY, KOHLIEWTPA- Hoe Ak,
UI10, HANMEHORANIE H KOANECTBO AelicTRy NI dopma, Tpauns, " Ko
r " it ATCARHK Y AnUeCTnO neﬂnl_ku.u:m BEULECTDA B NEpecHs
peutectn & | Ma npenapata, ofuem ppenapata B BEHOMOTATEABHBIX ReuiecTs 8 | Mo npenmapats,
i, TBO aMNyn B Y «Crepiin- ofisem npenapata n ma, 1CCTRO AMAYA B
Hon,  «Buyrp y  «BuyTyp tHO», ynakosxe, «Crepuasiton,  «Buyrpusesson,
«lIpuMEnsTE N0 MATHANEIING BPAMAS, «XPAHNTS «Buyrpumsiweanon, «llpasensits no namane- |
B HEA0CTYMHOM AAR ACTEH MECTEn, YCAOBME XPa- HHIO ApauRs, «XPRINITE B BEAOCTYNHOM A i
HEHMA, YCAONWHE OTAYCKA, PErHCTPAUHOHHBIHA AeTell MecToR, YCAOBMA XPRMEHUN, YCIOBIE
HoMep, wTpHxosoit woa, «Caeayfite npunarac- OTNYCKA, perdcTpausonnbil nosep, urpayc-
MOM HHETPYKUMM N0 NPUMENEHNION, aoft ko, «Caeayitre npuasraemofl HHCTHY R0
Ha wopolke ykmymnmer womep cepun cpoK 10 11PHMEHeNIIoN,
roAHOCTH, Ha wopofice yxmiann nosep cepmrt 1 cpox
Jonycxaercn momep cepum M CpOK roanocTH TOARDCTH.
HAMDCHTR M8 BTOPHUMYIO (nOTpebuTeasckym) Homep cepuin 1 cpok roamacTa makecein, s |
YUAKOBKY B BuAe peanedHMX OTTHCKOD MM sTopuanyr  (noTpebnTeanckyn)  ynanonxy }
METOAOM NeuaTH, METONOM HEYATI. :
! Mpw nmﬁxnuuocm cpem-n MAEHTHRUKALNN (,pcncru HaeTgEKABNN  (KoWT okl |
| ( nenTHe R Juax, naentndg i amuax, neps k-
l rlepmnmu HIGOPMAINR) HAHOCATCR: Kopolika dopsanien) namecensi: kopofixa — ia 1iiweRy -
= ua - Ga Gangepos.
14. | Cpok roanoctn | 2 rona JIM-Ne(000439)- 2 ropa
(PI’-RU)-191121
15. Xpaneune B 3aliuimennom oT cBeTa MecTe NpH Temnepatype ot § o 25°C ‘

—

Konrponsusijl mactep

Kapena

29 120225

(pammianun)

(ntfiknes)

(naTa)

3axmodenne OKK: «Ackop6HHOBAS KMC/IOTA PACTBOP A/ BHYTPHBEHHOIO H BHYTPHMbILLEYHOT0 BBEACH NS

) h“bx‘fg
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(hamuaun)

—Hebrinopekan

/ma-2ma Ne10» cepus 2921122 cooTseTeTBYeT TpeGoBanusim JIT-Ne(000439)-(PT-RU)-191121
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(uonngﬂ)

(aara)
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P01-COI1-2300-157/01-21

PA3PELIEHHUE HA BBINIYCK
JEKAPCTBEHHOI'O CPEJICTBA B OBPAILIEHHE
Ne 3755/22

| Tozronoe HAMMEHOBAHIE JIEKAPCTBEHHO-
| IO €peaeTBa, Jekapersennas Gopma, go0-
| 3HpoBKA, popMa Bbinycka

Rt

Ackopbunosan kucioma, pacmeop Orn  eHympusenrgiu u|
sHympumsiuweunozo esedenun S0 me/vn 2 wa, avnyri (10,
KOPOOKU KAPMOHHbie -

ME_}H,E)’HH POAHOC HENATEHTOBANNOE
HAHMCHOBANNE (PPYNIHPOBOYIIOE HWIH
XHMHYCCKOE)

ek

AckopGunosan xucioma

Homep cepun 2921122
Obbem cepun 12102 yn.
Hara npoussoacrea 24.11.2022
Cpoxk roanocru 2 200a
Ho 11.2024

Homep perncrpaunonsoro yjioctosepe-
HHS H IATA PErHCTPALNM

!

JHI-No(000439)-(PI-RU) om 19.11,.2021

Pezucmpayuonsoe yoocmoeepenue JIC-000511 om 06.05.2010 npu-
gedeno 6 coomeememaue ¢ Tpebosanuamu EAIC onn sexapemsen-
HBIX Rpenapamos.
Hoxymenmot u dannvie, codepxcawguecs ¢ obroenennon pezucmpa- |
YUOUHOM DOCbE, COOMEEMCMEYIOM HO CEOEMY CODCPHCAHUIO OaHHbILM {
PERUCHPAYUONHOZ0 JOCOE 3aPCAUCMPUPOBANNDEO NCKAPEINGEHNO0
APenapama u He cooepicam UIMEHCHUN, GRUSIONUY HA KAYecmeo,
agphexmusnocms, Gesonackoeme win coomuouenie CNONbIA-PUCKY
eKAPCMBENNO20 npenapama,

- Haumenosanne u aapee gepmares (sia-
| leTbia) PErueTPALIIONIOr0 YA0CTOBEpe-
| Ms

Omxpeimoe axyuonepnoe obujecmso «JIAAbXHMDAPAy
(OAO «TJATTBXHMBAPM»), Poccus,
680001, Xabapogexuil kpaii, 2. Xabaposck, ya. Taukenmexa, 0, 2

B
™o

Honiep nopmaTusuoii fokyMenram

JIT-No(Q00439)-(PI-RU)-191121

Tiponsseneno,
ajipec NPON3BOACTBEHHOI ILI0m AN

Omxpoimoe axyuonepnoe obiecmao «JATBXHMDAP My
(OAQ «JATTBXHM®BAPM»), Poceus,
680001, Xabapoackuti kpati, 2. XaGaposex, yn. Tawxenmexan, 0. 22

Ynakosauo,
ajpec NPON3BOACTBEHNON II0MAaXKH

Omkpeimoe axyuonepnoe otuecmso «JJATBXHM®DAP My
(OAQ «JAJTBXHMPAPM»), Poccus,
680001, XaGaposckui kpail, 2. Xabapoack, yn. Tawwenmexas, ¢, 22

| Bomyexaommii kouTpoJib Kaueersa,
| aapec npon3BoACTBCHHON MI0mAaKy

Omkpoinioe akyuonepnoe obuecmao «JATEXHMDAPM»
(OAQ « LAJILXHM®DAPM»), Poccus,
680001, Xabapogexuii kpat, 2. Xafiapoack, yn. Tawxenmeran, 0. 2

ha
L%

i Homep nacnopra, jara suigavun

Ne 290/4210-22 om 12.12.2022

| Jlnuensus na ocymecrsiaenue npousBoj-
| CTBA JACKAPCTBENHBIX CPEICTB

Ne Q0077-JIC om 19 cenmabpa 2019 200

Hacrosiumm s noareepskaaio, 4o npuseaeHHas Bhilie HHOOPMALMS ABIAETCH JOCTOBEPHOI H TOUHOIT.
Hansian cepus nponsseaena w ynakosana Ha OAO «JAJIbXUM®DAPM» 1 Ha ocHOBAHHM TOTrQ, YTO:
* CEpHil NPOWIBE/CHA B COOTBETCTBUMM ¢ AelicTBYrowMMH [Tpasunamu naanexmaiei nponssoaciaen-
HOM NIPAKTHKM, IHLIEHIHEH HA NPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTR TpeboBaHHAMH KOHTpOAN

KauecTsa ICKAPCTBEHHLIX CPENICTB,

¢ CCpHA OTBEYaACT Tp&ﬁOBaHHRM PErucTpaurHoHHOro 10cnLe;
* NOKYMEHTAUUs no JaHHOH CepHH npowia NpOBEPKY Ha AOJAHOTY H NOCTOBEPHOCTDL H Obina YiBep-
AOACHA NTHUAMH, OTBCTCTBEHHBLIMH 33 NPOH3IBOICTBO H KOHTPOJIbL KauecTsa
paspesiena K esinycky na meppumopuu Poccuiickoii @edepayuu

(PHO)

HeGuinosekas T.B.

(nginics)

12,12.2022

(Aara)




PEAEPAALHAR CAVXEBA NO HAA3OPY

B COEPE 3APABOOXPAHEHMA

«CBefeHunA 0 BBOAE B rpaxaaHckuin obopoTt B Poccuinckon degepauymm
neKapcTBeHHbIX CpeacTs no coctoAHuo Ha 01.04.2023 12:37»

mT. (2 M), amMITyJisl
(10), kopobku
KapToHHbIE/ ~

OAO "HAJIbXHM®APM",

Poccus

(Y nakoemuk/acoBmmx
(BTOpHYHARA/TPETHYHAS
yMaKoBKa))

JlaTa BHeCeHHs B IIponsBoaHTENL Opramusnps, Homep Homep, nata
Toprosoe CpefeHHs 0 CTaguAX BbINYCTHBINAS B
AHC S (BLITY CKARIIHA Crpana N HopmaTHBHAA JOKYMeHTAIHA z I CepHH, pa3spemeHHs
Pocanpasnapgzopa KOHTpPOJb) PORINOETRN o oo NapTHH Ha HJIIT
obopor
OAO "JAJIbXHM®APM",
Poccua (TTpouseoauTens
AckopbuHoBas (roroeoi JI®)); OAO
KHCJIOTa; pacTBOp "IAJTIBXHM®APM",
IU151 BHY TPHBEHHOTO H Poccusa
BHY TPHMBILIECYHOTO 0AO (Y nakosumk/acosmux (B o(000 DILRTIL 0OAO R
1123023 BBeienna 50 mr/mn 1 "NAJIBXHM®APM" Ehocws NEPBHYHYIO YIIAKOBKY )); A=t M Gr-E-Pun " Namsxumcpapm” Gl




