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HAeknapaums ynonHoMo4YeHHOro NULa 0 COOTBETCTBUM npoayKuum

Ne H®-0529/18.03.2022

TOproBoe HaMMEHOBaHWE NEeKapCTBEHHOTO |
cpeacTsa

Imgpoxopruzon

XapaKTepucT1Ka NeKapcTBeHHoro cpeacTea:
Mex/yHapoaHoe HenaTeHToBaHHoe

MMAPOKOPTU30H, Masb ANS HApYXXHOro npuMeHeHus, 1%

HasBaHue, QAo3uposka, dacoska, ¢opmMa | (Tyba) 10r x 1 (nauka kapToHHas)
BbIMNycKa

Homep perucTpaumoHHoro yaoctoBepeHus P N001130/01

Homep cepuu (naprum) 110322

MapTus (KoNu4ecTBo ynakosok)

MpousseneHo: 74 034
Wcnonb3oearo ans koHTpons: 34
Beinyweno s '0: 74 000

AO «Huxdpapm»

MNpouzsoauTens | (AO «Huxeropoackuit XUMUKO-hapMaLeBTUYECKMIA
3as04»)

Nvuersua NO 00090-11C

Aapec NPOM3BOACTBEHHOM nnowaakw, | Poccus, 603950, r. HuxHwii Hosropog, yn. Canranckas,
Ten,dakc 4.7, 8(831)278-80-88/430-72-13
OOKyMEHT,  noaTBepxAaIoLWMiA Ka4yecTso,

HOMEp, AaTa npoBefeHus UCNbITaHui

Nacriopt N2 323975, 18.03.2022

CoorsercrayeT TpeGosaHuam HA

P N001130/01-180615, u3m. N21,2,3

[lata npoussoacTea

10.03.2022

Cpok rogHocTy 03.2025

A, KopenuHa UpuHa MNeHKaabesHa, HauanbHuk ynpasneHus obecneyeHuns KadecTea
(®amunus, UMs, OTUECTBO, AOMKHOCTD YNONHOMOUEHHOMO NMUA NPOM3BOANTENA NEKAPCTBEHHBIX CPEACTB)

HACTORWNM NOATBEPXAAID, HTO BbilU@yKa3aHHas CEpUs NPOAYKUMU Bbina Npou3Be/eHa, ynakosaHa W
NPOKOHTPONMPOBAHA B COOTBETCTBUM C PErMCTPALMOHHBIM  AOCHE NEKapcTBEHHOro CpeacTsa w
TpebosaHuaMu NpaBun Hagnexallen NPou3BOACTBEHHOM npakTukm (GMP).
Bce HeobxoanMbie NpoBepky 1 MCNbITaHKs Bbinu NpoBeAeHbI.
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(noanuch ynonHOMoYeHHOro nnliarﬁpoaaaonmenﬁ NEKAPCTBEHHLIX CPEACTB)
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AO «Hwxdapm»

yn. Canramckas, 4.7, Bokc Ned59,
r. HuxHuin Hosropog, Poccus,
603950

Ten. +7(831)278 8088
daxc +7 (831) 4307213
med@stada.ru
www.stada.ru

MockoBckoe npeacTasuTenbCTBO
AO «Huxpapm»

yn. NpecHexckan HabepexHan, 4.6,
CTP.2, AEN0BOIA KOMNNEKC
«Mmnepus», MMJL «Mocksa-Cutus,
r. Mocksa, Poccus, 123112

Ten.+7 (495) 797 31 10
dakc +7 (495) 797 31 11
moscow@stada.ru
www.stada.ru
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MACNOPT Ne 323 975
TMAPOKOPTU3OH Masb 4115 HAPYXHOrO NpUMeHeHus 1%
HanmeHoBaHue NpoAYKkLM no HA
Per. Ne P N001130/01 Ne cepumn 110322 Konuuecrso ynakosok 74 034 LUT

fara npouss. 10.03.2022

Wenbitanua npoBeaexHbl no

Cpok rogHocTH (net) 3,0
P N001130/01-180615, uam. Ne1, 2, 3

HaumeHosaHwe w Homep H

Hopma no H I

Fogewmo 032005

| Ne [ Haumen. nokasarenen[En. nam. || Peaynbrarbl HCNbITaHMIA

1 Onucaxue - Masb oT Benorc ¢ XenToBaTbiM OTTEHKOM Ano Masb 6enoro ¢ XenToeaThiM OTTEHKOM

CBETNO-XE/ITOro UBera. uBsera.
2 MNognuHHOCTL BIWX - BpeMeHa yaepXuBaH1sa OCHOBHBLIX NMUKOB Ha  CooTBeTcTayer
XpoMarorpamMMe ucn. p-pa ACIKHbI
COOTBETCTBOBATH BPEMEHAM YAePXUBAHUA
OCHOBHbIX NMKOB Ha XpoMaTorpaMMe CTaHA,.
p-pa
3 NoanMHHOCTL (p-uMs C - MosBneHwWe KPacHOBATO-KOPUYHEBOMD CooTBeTCTBYET
CEPHOR KUCNOTOR) OKpawwuBaHus C 3eneHoi nopecueHumei.
4 Macca coaepxuMoro ¢ He menee 10 10
YNakoBKu
5 pH - Ot 5,000 7,0 6.4
6 Pasmep vacTuy MKM He Gonee 75 39.4
7  MetunnaparuapokcubeH3o % Ot 0,064 po 0,096 0.088
ar
8 MponunnaparnapokcubeHs % Or 0,016 ao 0,024 0.020
oart
9 KonuuecteexHoe Mr Ot 9,0 go 11,0 ruapokopTU3oHa auetatae 1 10.7
onpeaeneHue r npenapara
10 Mukpobuonoruueckas - F'® PO Kateropua 2 Coorsercrayer

yucrora
11 Ynakoeka

Mo 10 r B Ty6bl anoMUHUEBLIE UNK B TYGbI
NONU3TUNEHOBLIE NaMUHATHLIE, Kaxayw Ty6y
BMECTE C UHCTPYKLUMER NO MeAWULIMHCKOMY

Mo 10r B Ty6y antoMuHuesyio. Ty6a
BMeCTe C UHCTPYKUHWEHR no men.
MPUMEHEHWIO B NayKe KapTOHHON

NPpUMEHEHWI0 NEKapPCTBEHHOro Npenapara B
navky 13 KapToHa

NepsuuHana ynakoska. Ha Tybe yka3biBaoT
HauMeHOoBaHWe NPOMU3BOAUTENS, CTPaHY,
TOBapHbliA 3Hak WTAJA ApuHaitMuTTens AT,
TOProBoe HaMMeHoBaHWe npenapara,
NeKapCTBEHHYI0 HOPMY, KOHUEHTPaUMI,
HaWMeHOBaHWe 1 COAEPXaHWe AeNCTBYIOWEro
BewecTsa B 1 r npenaparta, Maccy npenapara
B Ty6e B rpamMax, yCNOBHUSA XpaHeHUs,
«XPaHWTe B HEAOCTYNHOM ANS AeTeill MecTe»,
hapMakoTepanesTUYECKYIO rpynny, HoMep
CepvK, CPOK rogHoOCTH.

BropuuHas ynakoeka. Ha nauke ykassisator
HauMEeHOBaHWe Npov3BOAUTENA, aapec,
TenedoH, dake, TosapHbii 3Hak LUTANA
ApuHanMuTTeNb All, TOPrOBOE HAaMMeHOoBaHue
npenapara, nekapcreeHHy ¢opmy,
KOHUEHTPauu, HaUMEHOBaHWE U
cofiepxaHue AeWCTBYOWErD BewecTea e 1
npenapara, nepeyeHb BCNOMOraTefbHbIX
BellecTs, Maccy npenapara B Tybe B
rpaMMax, yCnoBus XpaHeHWs, ycnosus
0TNycKa, «XpaHuTb B HEAOCTYNHOM ANs
AeTeil MecTe», apMakoTepanesTUUHecKy o
rpynny, HOMep pPerucTpPaunoHHOro
YAOCTOBEPEHWUA, HOMEP CEPUMN, CPOK
FOAHOCTU, WTPUXOBOW KOA, AONYCKAETCH
HaHeceHue cpeacTs uaeHTUdMKauUUKn aAns
MOHWUTOPUHIa ABMKEHUA NEKAPCTBEHHBIX
npenapaTos

12 Mapkupoeka - MepsuuHan ynakoeka, Ha Ty6e yxka3aHbl
HaWMEHOBaHWE NPOW3BOAUTENS, CTPaHa,
TOBapHLIA 3Hak WUTALA ApuHaiMuTTenb
AT, TOproBoe HauMeHoBaHue npenapara,
nekapcrseHHan QopMa, KOHUEHTpaLmMs,
HauMEHOBaHWE U coaepXaHue
AencTeyrowero seulectsas 1 r
npenapara, Macca npenaparta B Tybe B
rpaMMax, yCnoBua xpaHesus, «XpaHuTs B
HENOCTYNHOM ANA AeTell MecTe»,
(hapMakoTepanesTUUECKan rpynna, HoMep
CepUU, CPOK roOAHOCTH,

BropuuHas ynakoBka. Ha nauke ykasasbl
HauMEHOBaHWe NPOM3BOAWTENSA, aapec,
TenedoH, dakc, TosapHbif 3Hak LUTAOA
ApuHaiimuTtTens AT, Toprosoe
HauMeHoBaHwWe npenapara,
nekapcTeeHHas ¢opma, KoHUeHTpauus,
HauMEeHOBaHWe N CoaepXaHue
AeicTByloWero Beulectea s 1 r
npenaparta, nepeyeHb BCNOMOraTenbHbIX
BeWecTs, Macca npenapara s Ty6e B
rpaMMax, yCnoBua XpaHeHus, yCnoBus
OTNYyCcKa, «XpaHWTb B HEAOCTYNMHOM ANS
aeTei mecTe», hapMakoTepanesTuyeckas
rpynna, HoMep perucTpaunoHHOro
YAOCTOBEPEHUS, HOMEp Cepuu, CPoK
FOAHOCTH, WTPUXOBON KOA, HAHECEHb!
cpeacTBa uaeHTUGUKaUMKU aAns
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MOHUTOPWUHTE ABWKEHWS NEKAPCTBEHHbBIX
npenapaTtos
XpaHeHue: Mpu Temnepatype He sbiwe 20°C,

3akniouenne CoorsercTayeT TpebosaHuaMm P N001130/01-180615, uam. Net, 2, 3

P
r

/]
4

[( 0.U.CepoBa

-,

8

HavyanbHWK OTAena KOHTPONA KayecTsa

NOANUCH STV Te]
[Nara Beinycka 18-Mapt-2022



GEALPAADHAS CAYKEBA IO HAAZOPY

B (OEPE 3APABOC PAHEHMA

«CBeneHnA o0 BBoJie B rpaX4aHCKUin 060poT B PoCcuinckoi denepauymn nekapcTBeHHbIX
CPencTB No cocToAHMIO Ha 02.04.2022 10:02»

Jlata BHeceHHs B

Oprasnzaums,

wr. (101), Ty6w (1),
Nayky KapTOHHbIE/ ~

3ason" (AO "Huxdapm”)

3agoa” (AO "Huxdapm™),
Poccus

NOOI130/01-180615; Hawm.
N3k P
N001130/01-180615

Homep Homep, nara
Toprosoe [ponssoantens Ceenenusi 0 cragusx HopmaTtusuas BBLIIYCTHBIIAA B
ARC HAHMEHOBaHHE (BBINYCKAOMKI KOHTPONb) Crpamn NPOH3BOACTBA OKYMEHTAIHS y AHCKHH et oo PEPeLICHI L
Pocanpasnamzopa ¥ T po po Aoy Paxn DapTHH na HJITI
obopor
P NOO1130/01-180615:

I'mapokopTHion; AXuMoHepHoe obimecTBo Ham. Nel k P

Masb 1S HapyKHOro ‘:j‘tl-ll&;l;(;:zpm;f;necmu "Huxkeropopckwuit N001130/01-180615; Ham.
18.03.2022 npumenenns 1% | _ X i ) Poccus XHMHKO-(PapMaleBTHUECKHi Ne2 k P AO "Huxdapm” 110322

XHMHKO-(hapMalieBTHUECKHI




