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«[Mupaueram, kancyas! 400mr B KouTypHOIl siueiikoBoii ynakoske Nel0x3 nauka kapToHHas»

220007, Pecnybaunka benapyces, r. Munck, yi. ®abpuumyca, 30

620725

(MPOH3BOACTBEHHOE NOADA3NCICHHE. HIICKC, AApec)

Konuuectso B CEpHH

5700 yn Nel10x3

HMcnbiranus BeironHedsl no [INO15341/01-270710, u3m. 1.2

CrpaHa Ha3HA4eHHs POCCUUCKAS ®EJEPALIMS

onpenelieHne

iy Haunmenosanue nokazateneii| TpeGosanus TINO15341/01-270710, nim.1,2 MeToi KOHTpoINs PESy”’bTaTT
n/m MCTIbITAHMI
1 |Onucanue Trepabie AenaTHHOBbIE Kancysl kentoro useta (Buzyansho, ['d XI, CooteeTcTBYeT.
Nal. Coneprmumoe karncyi- nopoinok 6enore nwnu [Buim. 2, ¢, 143, Teepasie
noutn Oenoro usera. I'To BHewIHEMY BHIY KEJNATUHOBLIE
Karcylikl JOJIXKHBI COOTBETCTROBATEL T[JQGOEBHHHM Kancy/ibl AKeJITOr0
I'd X1, Bein. 2, ¢. 143. usera Nel,
Conepxumoe
KarcyJi- nopoLoex
nouTtH Genoro
LIBETA.
2 |lloaanHHOCTE |. Buiaenenue amMuaka 1. Peakuma co wenousio |IToars.
2. YD-cnekTp HE UMEET BbIPAKEHHBIX 2. Cnextpodotomerpi- |Tloars.
MaKCHMYMOB YecKHid
3 |Cpenuas macca Ot1 387 mr 10473 mr 't X1, Boin, 2, ¢.143 428 mr
OTKJIOHEHHE OT CpeaHed OTKNOHEHHE MAcChl COAEPKUMOTO Kama0H -6 % +3 %
Macchl Karncylibl OT CpeaHeil Macchl COAepKHMOro
Kancys He J0/KkHO npesbiwath =10 %
O1453 no 553 mr 505 mr
OTKJIOHEHHE MACChl KaM/0i Karncyibl ¢ -5% 3%
COEPHHMbBIM OT Cpe/iHeH Macchl Kancys ¢
COZIEPIKMMBIM  He JIOMKHO npesblats =10 %
4 |PacnagaemocTb He Bonee 20 mun I'd X1, Beimn, 2, ¢.143 menee 20 MuH
5 |lToctropoHHME NpUMecH: Meron B2XKX
- Kasnoi u3 npumecei A, B,|He Gonee 0,2 % He obHapyKeHa
CunD
- moboii He Gonee 0.2 % He oOHapyKeHa
HenaeHTHHLLHPOBAHHOI
NnpHUMecH
- cymma npumecei He Sonee 0.5 % He obHapy®eHa
6 |Tloreps B Macce npu He nomxua npessimath 1,0% I'd X1, Buin. 1, ¢.176 0,3 %
BBLICYLIHBAHWH
7 |Mukpobuonoruueckas B coorserctBun ¢ TpeboBanuamu ' XII, ' XII, 4, 1, ¢, 160, CooTseTcTBYET
YHCTOTA Kareropus 3A. Kateropus 3A
8 |Koawnuecrsennoe OT1 360 Mr 10 440 mr B 01HO# Kancyre Turposanue 399 mr
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9 |¥Ynakopka

[To 10 kanmcynl B KOHTYPHYIO SMEHKOBYIO  YNAKOBKY M3 [JEHKH
MOUBUHIINIOPHUAHOI 1 PONLIH AJIIOMHHHEBOR,

[10 3 KoHTYpHBIE SYEHKOBbIE YIIAKOBKH BMECTE ¢ MHCTPYKLIMEH No
MPUMEHEHHIO OMELLAIOT B MAaUKy M3 KapToHa

[lo 10 kancyn B
KOHTYPHYIO
AULHKOBYIO
YIHAKOBKY u3
MJIEHKH
NOJUBHHHIXIOPHIH
o M thonsru
AOMUHNEBOHH.

ITo 3 KouTypHbIE
AYCHKOBbIC
YIAKOBKH BMECTe ¢
HHCTPYKLMER no
NPUMEHEHHIO
[oMeLueHbl B navKy
H3 KapToHa.

10 |MapkupoBka

Ha pycckom si3blke yKasblBatOT:

1) IleperuHas ynakoBka JeKapCTBEHHOrO npenapara.

Ha koutypHoil sueiiKOBOIl YIAKOBKE HAUMEHOBAHME TPEANPUATHH-
NPOM3BONTE LA, EI'0 TOBAPHBIIL 3HAK, HA3BAHMWE Npenapara, JeKapcTBeHHYIO
dopMy, 03HPOBKY, KOJNMYECTBO Kancyl B YNAKOBKE, HOMEP cepui
(nocnenuue veTbipe UWHGPbE 0003HAUAIOT MECSIL M TO/L H3FOTORAEHMS ), CPOK
FOJHOCTH.

2) BropuuHas ynakogka JleKapCTBEHHOIO Mpenapara,

Ha nauke: HammeHoBaHWe NPeanpUATHA-NPOUIBOJANTENA, €r0 TOBAPHbII
3HAK, FOPHAMYECKHI [0YTOBbI aapec, aapec INEKTPOHHON NOYThI,
Tea./(ake, HasBaHMe npenapara, JeKapcTBeHHYI0 (OpMY, KOJIMHYECTBO
Kafcya B YINAKOBKe, A03MPOBKY. HA3BAHME W COACPIKAHME AKTHBHOIO
BEUIECTBA, @ TAKKE MNepeyeHb HEKOTOPLIX BCIIOMOrATeNbHbIX BELLECTB,
«lns npueMa BHYTpb», ycnoBus ornycka, «[lpuMenats no HazHaueHHIO
Bpaday, «XpaHuTh B HEAOCTYIHOM Ul AETEH MECTE», YCIOBHA XpaHEeHHs,
HOMep cepun (MerTbipe nociaeiHue UUdpbl 0003HAUAIOT MecAL M ol
M3rOTOBNEHNS), CPOK TOLHOCTH, PErMCTPALMOHHbINH HOMEpP, LWTPUXOBOIL
KO/ M (hapMako/l, 10MyCcKaeTes HaHeceHHe CPe/IcTs MACHTH(IUKALIMM,

Ha pycckom siabike
YKA3aHO!

l) [Tepsuunas
YNaKoBKa
JIEKAPCTBEHHOTO
npenapara.

Ha KOHTYPHOR
AUCHKOBO
VIAKOBKE HAMMEHO
Balne
NpeAnpHsTHS-
NPOMIBOJMTENH, €ro
TOBAPHBIi 3HAK,
HaiBaHue
npenapari.
neKkapcTeeHHas
dhopma, 103MpoBKA,
KOJIMMECTBO  KarncyJ
B YNAKOBKE, HOMep
cepun  (nocnesaHue

qeThbipe L pbi
0003HaUAIT  Mecal
H roa

H3roToOBRJACHWA }
C]'JUI\' F"OAHOCTH,

2) Bropuunas
VIaKOBKa
JICKAPCTBEHHOTO
npenapara

Ha navke:
HaMMEHOBaHHEe
npeAnpHATHA-
NPOH3BOANTENSA, €ro
TOBAPHbLI 3HAK,
FOPHAHYECKHH
MOYTOBbIH anpec,
Apec AEKTPOHHOH
noutTbl,  Tea/gakc,
Ha3BaHHE
npenapara,
JleKapeTBeHHasl
thopma, KoIHMUeCTBO
Karncysi B ynakoBke,
JIO3HPOBKA,
HA3BaHHUE H
CONCPKAHNE
AKTHBHOIO
BEUIeCTBa, a TakKKe
fepeyeHb
HEKOTOPbIX
BcnoMorate/lbHblIX
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MpHeMa  BHYTpb»,
YCI0BHA  OTMyCKa,
«lTpumenaTs no
HA3HAYEHHIO

Bpavay, «XpaHWTh
B HEJOCTYITHOM A7f

nerem MecTen,
YCJIOBHA XpaHeHus,
HOMep cepun

(4eTelpe nocneiHue
unpe obo3HavaoT

Mecall W ro
W3rOTOBJEHHA ),
CpoK FOJHOCTH,

pervcTpaunoHHLIi
HOMEp, LUTPUXOBOH
Kold M apmakos,
HaHECEHBI CpeacTea

MIEHTH(HKALLIHN,
11 |Venosus xpanenus B cyxoM, 3aliMLIeHHOM OT CBETA MecTe MpH Temnepatype He Boiwe 25°C
12 |[daTta okonuanus cpoka 3 rona 07.2028
TOJIHOCTH
Jlata, ©.M.0. 1 n0o/iIM1ch OTBETCTBEHHOTO 3@ BHECEHHBIE pe3ysibTaThl 13.08.2025 % i /___bemkoEB. /
Hara [Toannes DO

3akmouenue: kadecTBo "llupaneram, karcyabr 400Mr B KOHTYPHOR siuelikoBo# ynakoske Nel0x3 nauka
kapronHas" cepuu 620725 coorserctyer Tpebosanusam [IN015341/01-270710, u3m. 1,2
3am.nauvanbuuka OKK %L ['pymiesny E.B.
‘U' [Toanncs, 1.0,

JlaTa 13.08.2025 R : |

H noomaepxcoao, 4mo npusedenigi. ebtue unpopMayus K6ASemes DoCmosepHoll 4 mownol. Ima cepus NpoOYKiyuu
RPOU3EEOeHa (BRIIONA YNAKoGKY (MGPRUPOGKY). U KOHMPOIb  KAUecmea) Ha GbIUEYKAZAHHON NPOuSE00CMEERHod niowalke
(MIOWaOKAx) 6 ROAHOM  COOMBEMCMBUN € JUYENIUEH Ha  (hapmayesmudeckylo oesmenpnocms, ¢ mpebosanusmu  {Ipasun
HAORENCAWETl  NPOUICOOCMBENNOT  NPAKmMuKY, “MpPefosaniam  KOHMPOIR Kauecmea JeKkapemeennbix cpeocms, d makdice
COOMBEMEMEUN CO CREYUDURAYUAMU, COOCPACAUUMUCH 8 PESUCPAYUOHHOM OOCHE Wil 8 Q0CHE CHEYUPUKAYUTE 1A TeKapCmEeniblil
npenapam 6 cAyHae AekapCcmeeninbix apenapamos Ot KAUHUYECKUX HCCACOOBGHUL,

3anucu no RPOUIBOOCMEY, YNAKOBKE U AHATUZY RPOGEPENbl, U YCMAHOGNEeHO ux coomeemcmeue mpebosanusm Ilpasun
HAOAENCAU T NPOU3BOOCNEENHOT NPAKIMUK.

Jlata nojanucanus 13.08.2025

YnoanomoueHHOE JIHILO ['pyiesny E.B.
D{U;Jlllﬂ:in. ©H.0.
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