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Haumenonanne npenapara no HJ{

Homep cepun (napran)
T"ogen g0

Obutes konuuecTso cTpatny 2
crpanmua |

lInﬁaao.n PacTBOp A8 BHYTPHBEHHOrO

H BHYTpuMbimeunoro spefenns 10 mr/ma- 5 ma Nel0

30621

06 25

KonnuecTso NpoAykuun B cepun (Kr, mT. H T.A0.)

JlaTa npon3BoACTBA

AHaNN3 BLINOAHEN MO

12 600 yn.

06 21

JIC-001560-220421

(nanmenoBanue u nomep Hi)

KauecTso npenapata rapaHTHPOBAHO B TeUEHHE CPOKA FOAHOCTH MNpH CoGMOACHHH YCNOBHH XpAHEHHA B COOTBETCTBMH C
NpenyucaHieM B HEPACKPHITOR OpUriuHANBHON ynakoske,

Ne Hanmenosanue H/L na meToast PesynsTaTst
n/n nokasarenci TResasuaTIA HenbITAHRH ncny:.rrmun
1. | Onucauune Mpospaunstit  Gecusernsiit JIC-001560-220421 Mpospaunbiil = GecuneTHbIM
PACTEOD € XapaKTePHLIM 38- PACTBOD € XapaKTEpPHBIM
naxom 3anaxoM
2, | NopnuHHOCTH LYnsTpaduoneronsie cnex- JIC-001560-220421 1L.Yanrpaduoneronnie
Tphi nornouenns pacrsopa b ro xiv, CNeKTPLI NOrAOLUIEHNN pac-

HCMBITYEMOro PACTBOpa H
pacteopa Il crannaprHoro
pacreopa Genaaszona ruapo-
xjopuaa (Genaasona) B o6aa-
cri ot 225 10 300 um AOKHBI
HMETb MAKCHMYMbLI H MUHH-
MYMbI npn OJIHHX M TeX XKe
JUTHHAX BOJIH.

2. KauecTBennsie peakuun (2)

0®C.1.2.2.0001.15

TBopa B HenbiTyemMoro pac-
TBopa w pacreopa Il cran-
RapTHoro pacreopa Genna-
30.1a ruapoxnopuaa (Genaa-
3osa) 8 obaacTu ot 225 oo
300 M UMEOT MAKCHMYMB1
H MHHHMYMBI TIPH OOHHX H
TeX Xe LJIHHAX BOJIH.

2. MoaTRepAx/ACHbI

3. | MpospaunoeTs Jonmen GuITh NPOIPAYHBIM re Xxiv, TMpoapaunsiit
0®C.1.2.1.0007.15
Jonxen Bbije; BaTh CpaB~ re Xiv,
4. | Dnemnean: nemme ¢ a-:::"ﬂon B, O®C.1.2.1.0006.15 AEBGE S/ By
5. pH ro Xiv,
28-33 0®C.1.2.1.0004.15 3,17
NOTEHLHOMETPHYCKH
6. | Popcreennsie He 6onee 0,05% Meunee 0,05%
o JIC-001560-220421
7. | Koan4ecrpennoe
onpejesnenne JIC-001560-220421
Bennpazon  ruapo- re Xiv,
xnaopna (6ennazon) 9,0 - 11,0 mr/ma 0®C.1.2.1.1.0003.15 9,9 Mr/ma
Cnupt sTHAOBLIR 9-11% 9.8 %
8. | CrepuibHOCTL JonxeH BeLAEPKHBATEH ro xiyv, Crepuabnsiit
HCNBITANHS O®C.1.2.4.0003.15 | an. M 7
9. | BakTepuanbHbIe He Gonee 8,75 E3/mr ro Xiv, Menee ¢35  E3/mr
IHAOTOKCHMEL O®C.1.2.4.0006.15 | an 2o 7070  °
10. | Mapnexaemuiii He menee 5,0 ma re Xxiv, 50ma . .
ofbém 0®C.1.4.2.0003.15 ; -
XHMHK-AHATHTHE — SH6goncKas L «03» 07 2021 «¢
(damumun) thoanucs) : (aaTa)
Hauansuuk mukpobuono- /%’ MZMIJ
ruveckoit naboparopun (damunun) [ ) (aaTa)
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cTpamitua 2

MNe | HaumeHoBanue HI na meronn
| n/n | noxasatenedt Tpefonanns HX Wensirannit Pesyautarsl Henbimanuit
11. | Buarmbie mexa- He Gonee 9 i3 315 mryx amnya nan o X1v.
HHYECKIE e Bosiee 23 13 630 wryx amnyn ODC.1.42 00905 18 3315
BENOYEHHH [.“(n o ‘
Henuaumere me- .
Hacruu 2 10 muw - me Gosree 6000/ann. 39/amn.
xaHUUecKHe O®C.1.4.2.0006.15
XSGR Haetnn 2 25 MM - ne Gomee 600/amn. 1/amn.
12. Ynakoska TTo 5 st & amnyast Tuna [T nefirpass- Ilo 5 ma B amnyas: Tuna QT ueiir-
Horo erexis. Io 10 amnyn emecre ¢ un- JIC-001560-220421 PAILIOTO CTERAA ¢ TouKkoll naatoma, TTo
CTPyKUue#t N0 npamenenno B xopolxy 10 amnyn smecre ¢ mMcTpykumedl no
Kapromnyw, Kopobky oxaensaior aTn- MPUMENERIND B Kopolxe KapTonnof,
xeTkoli-Gannepoinio, Kopofika oxneema  oruxcerkoil-6anae-
NTS
13. Mapkupoeka | Haamnyae: Toprosoe nanmenonanue nex. Ha amnyae: Toprosoe wammenonanwe
NPENAPATA, KOHUEHTPANNIO, 06beM B MA, | 11C-001560-220421 J1eK. MpenapaTa, KouwenTpauua, obnem
HOMED CEPHM, CPOK FOTHOCTH, B MJ1, HOME]D CEPHM, CPOK IOANOCTH,
Ha orixerce-Gamneponn: npeanpusitise- Ha srnkerie-0anaeponn: npeinpusitne-
MPOMIBOANTENS W €ro. TopapHmIA 3uak, MPOMIBOANTENL IO TOBAPHBIR FHAK,
CTPANY MPOHIBOACTBA, AAPEC MW Teje- CTPANA  POMIBOACTEN, MAPEC W TEdes
don/paxe apesnpmaTHs-npoRIBOANTENN, thon/paxe npeanpuITHA-
TOProsoe HARMEHOBANNE JCK, MPENAPATA, NPONINOAHTENN, TOPIOBOE HAHMENONA-
MeRAYHApOAHOE HENATENTOBARNOE HHC JIEK. NPENApaTA, MeXAyHApPOAHOE
HAMMCHOBRNKE, ACK, GopMy, KOHUENTPA- HENATEHTOBARNOS HAHMCHOBANNE, JICK.
UHI0, HAHMENOBANKE M KOAMYCCTRO Ach- Gopaa, KOHUEHTPALNA, HANMEHORINME
CTBYIOWMIEr0 BEUIECTBR W NEpeveHs Beno- H KOAHYECTBO ACHCTDYIOMIEro netiecTos
MOPATENLHLIX BemecT B 1 ma npenapara, H nepetiens BCHOMOTATENBILIX BellecT
o0beM B M, KOJHYECTBO AMNYA B yna- B 1 ma npenapara, o6uem 8 MA, Kosmnmes
koeie, «Crepminiion, «Buyrpusennon, CTBO amnyn 8 ynaxonke, «Crepaiasion,
«Buyrpumsimennon, «llpamenste  no «BuyTpusenno»,  «BuyTpumsimeunon,
HAIHAYEHNI0 BPAYAN, «XPAUNTE B HEA0- «TIPHMEHATE 110 HAAHAMENWIO PpALAN,
CTYNHOM Ans AeTedi MecTen, yenosus xpa- «Xpanurh 8 nesocTynnosm A Aeted
WEHNR, YCIOBHA OTMYCKR, PerucTpANMON- MECTE), YCIODMA XPAMCHIHR, YCAOBIR
HbiR nomep, wrpsxosolt koa, «Caeayhite oTnycKa, pernctpaumonnsili  nomep,
RPRIATAEMON MHCTPYKUMH MO npHMeire- wrpnxosolt wop, «Cneayitre npuiarae-
HHIOM. MONl  MHCTPYKIMM N0 NpPHMEHEHNION,
Jlonycxkaerca HoMep cepud W CPOK rofno- HOMED CEpHH, CPOK TOAMOCTH, Kol
CTH HAHOCHTH HA BTOPHYHYI (noTpebn- TPOJLALIL uaeHTHGUKALHON LI IHAK.
TENLCKYH0) YNAKOBKY B BHAE peiibediubix
OTTHCKOB N METONOM IENATH,
Tpr neoGxonuMOCTH HAROCATER CpeaCTRA
HACHTHOUKALUMR (KOHTPONBHBIA nAcHTH-
HKALHONNLI IHAK),
14, Xpanenne B 3atumineHHoM OT cBeTa MecTe NpH TeMnepaType He pbite 25°C,

Kourponsusiit macrep

A/ -

«01l» 07 2021 ¢
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(aata)

Jaxmovenne OKK: «in6a3os pacTBOp A5 BHYTPHBENHONO H BHYTPHMBIIIEUHOTO Baeaekus 10 Mr/ma -5 s Ne 10»

cepus 30621 coormercrayer TpeSoBanuam JIC-001560-220421
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PA3SPEIIEHUE HA BBIITYCK
JEKAPCTBEHHOI'O CPEJICTBA B OBPAIIIEHHUE

Ne 2275/21

ToproBoe HAUMEHOBAHHE JIEKAPCTBEHHO-
ro cpeicTsa, Aekapcersennan gopma, fo-
3HpOBKA, dopMa BeIIYCKA

Mexaynapoanoe HelaTeHTOBANHOE Benoazon
HAHMeHOBaHHeE (IPYNIHPOBOMHOE MIH

XHMHYECK0E)

Homep cepun 30621

O0nem cepun 12600 yn.

JlaTa npon3sBoacTEa 06.2021

CpoK rogHoCTH Toden 0o 06.2025
Homep perucTpannoHHOro yaocropepe- JIC-001560 om 02.04.2012
HHS B 1aTA PerucTpalun Hama samenvt 22.04.2021

HanMeHoBanMe H ajipec JepxaTens (Biaa-
JeNbIAa) perHcTPalHOHHOr0 YA0CTOBEepe-
HHHA

Omipuimoe axyuoneproe obujecmao
«TASTBXHM®APMy (OAO « JATTBXHMDAPM)»),
Pocecun, 680001, Xabaposexuii xpaii, 2. Xabapoack,
yn. Tauxenmcekasn, 22

Homep HopMAaTHBHOH J0KYMeHTALIHH

JIC-001560-220421

IIponusseneno,
ajpec NpoOH3IBOACTBEHHOM MJIOIMAAKH

Omkpeimoe axyuoneproe obujecmso
«TAJIBXHM®DAPM» (OAO «JATBXHM®PAPM»),
680001, Xabapoeckuii kpaii, 2. Xabaposck,
yn. Tawxenmexas, 22

¥Ynaxoano,
ajipec NpoOM3BOICTBEHAO# MomMAaaKn

Omxpsimoe axyuoneproe obujecmeao
«JATTEXHM®DAPM» (OAO «JAJIEXHM®APM)),
680001, Xabaposckuil kpai, 2. Xabaposcx,
yn. Tawxenmerasn, 22

Brinyckalomuii KORTPOAL KavecTsa,
aJpec NpoH3BOACTBEHHOI NIoMAAKA

Omgpeimoe axkyuonepnoe obwecmso
«JAJIBXHMDAPM» (OAO ¢ JATTBXHM®APM»),
680001, Xabapoeckuii kpail, 2. Xabaposck,
yn. Tawxenmexas, 22

Homep nacnopra, J1aTA BLIAAYH

N 3/2213-21 om 15.07.2021

JInueH3Hs HA OCymIecTB/IEHHE NIPOH3BOA-
CTBA JIEKAPCTBEHHLIX CPEeACTB

Ne 00077-JIC om 19 cenmabpa 2019 200a

CepTudHuKaThl

& CHCTEME CEPTHOHKALIHH PYCCKOI'O PETHCTPA

kayuu cucmem menedxcmenma « CEPT-OCM» AO « BHHHC»
M OCM RU.04-C 21-160, cpok detiemeun do 29.05.2022 2.

Hacroswum s NoATBEPKAAI0, YTO MPHBEASHHAA BbIIe HH(OOPMAIWS AB/IETCH JOCTOBEPHOH H TOUHOI,
Hannas cepus npowssesena u ynakosana Ha OAO «JAJIbXUM®APM» u Ha 0CHOBaHHH TOT0, YTO:

Hubason, pacmeop Ona GHYMPUGEHHOZ0 U GHYMPUMBILEYHO20
aeedenun 10 mz/mn 5 mn, avnynst (10), kopobru xapmonnsie

cepmuqbuxamu COOMBEMCMBUR CUCIEMb MEHEOJCMENMa Kayecmsa

Ne 19.2176.026, 19.2176.026/1, cpox deticmaun oo 15.11.2022 2.;
cepmuchuxam coomeemcmeus 6 Cucmeme dobposonvHoll cepmughu-

* cepHs NpoM3BefieHa B COOTBETCTBUH ¢ AetcTayiomumy TNpapunamMi Hajpnexamieifi NpoM3BOACTBEH-
HOH MPAaKTHKH, NHULEH3HeH HA MPON3BOACTBO JIEKAPCTBEHHBIX CPEACTB M TPeOOBAHWAMH KOHTPOA
KAYeCTRA IEKAPCTBEHHBIX CPENICTR;
* cepHA OTBeYaeT TpeOOBaHHAM PErHeTPalHOHHOIO J0ChE;
*» JOKYMEHTALMA 10 AaHHON CepHH MpOmUIa MPOBEpPKY HA MOMHOTY W ZOCTOBEPHOCTE M Ohiia yTBep-
sk/ieHa TMLAMH, OTBETCTBEHHBIMHU 32 IPOM3BO/ICTBO M KOHTPO/Tb KAYeCTBa
paspeuiena K ssinycky Ha meppumopuu Poccuiickoii @edepayuu

YnonsoMoueHHOE JKIO: >
He6sinonckas T.B. 72% 15.07.2021
(®HO) (moaiice) (nara)
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ABOOXPAHEHMA

«CBefieHnA o BBofe B rpaxpaHckum obopoT B Poccuinckoin

CPeAcCTB Mo COCTOAHMIO Ha 28.12.2021 18:40»

depepaunn nekapcTBeHHbIX

Ilata Brecenns B Mpoussoaurens Oprauuzanusa, Homep Homep, nara
y 2 Ceenenns o craguax Hopmarusuaa
AHC Toprosoe nanmenopanne (BBITYCKA KO Ik Crpana BBINYCTHBINAA B CepHH, paspemenns

Pocanpasuaniopa KOHTPOJIbL) Pposssoncraa AOEYNeHTANHA rpaxaanckuii obopor NAPTHH Ha HJITI
Iubason; pactsop s
BHYTPHBEHHOIO M 0AO 0OAOQ

15.07.2021 BHYTPHUMBIIIEUHOrO BBefeHHs 10 "IAJIBXHMDAPM" Poccusa "IAJIBXHM®APM", JIC-001560-220421 OAO "Tanbxumcapm” 30621 -

Mr/mn 1. (5 mon). ammysst (10), Poccua
KOPOOKHM KapTOHHBIE/ ~




