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«enapunoBasi Ma3b, Ma3b ISl HAPYKHOTO NpuMeHeHus (Ty0a) 25 r x 1 (mauka KapToOHHAN)»

MecTo MPOHU3BOACTBA:

Llex NO03, 220007, PecriyGnuka Benapycs, r. Munuck, nep. ®abpuumyca, 3/11

Homep cepuu 410326

(NIDOM3BOJICTBEHHOE MOANA3ACNEHHE. HHIEKC. anpec)

KonuuecTBO B cepHH

Jlata npouszeoactea 03.2026

13206 yn Nel

Hceneitanus BeinojHedsl no JIC-001434-061119

CrpaHa Ha3Ha4eHHsA POCCUNCKAS OEJIEPALIAA

0 HaumenoBanue nokasaresnei A PioTe atd Meton koHTpoOs PesynbTaTsl HCMbITAHHHA
n/n JIC-001434-061119 P Y
1 |Onucanne Mas3b Genoro uBeTa ¢ BusyaneHslii Mas3b Genoro BeTa ¢ JKENTOBATHIM
KENTOBATBIM OTTEHKOM. OTTEHKOM
2 |[ToaIMHHOCTS:
- renapuH B teuenue 30 MuHyT nazma  |BHOXHUMUYECKHH [MoaTeepxaaercs
KPOBH HE 10OJIKHA CBEPHYTBLCH
- MeTHinaparuapokcuGensoar,  [Metoa BOXX ['d PO, BOKX [Toareepxnaercs
nponuanaparuipokcibensoar,
OeH3uIHMKOTHHAT, GeH30KanH
3 |OnHopoaHOCTb [Tpenapar noJkeH GbITh Bu3zyanbHbli OnHopoaHbIi
OHOPOIHBIM
Paamep vactuu He Gonee 180 mxm [® PO Menee 180 mkM
5 |Macca conepsxumoro ynakoBki  [Cpeanee 3Ha4€HHE MACChI [®PD CootserctayeT; 25,4 r
cogepxumoro 10 ynakoBok Macca.coepKUMOoro Kax o
He [0JUKHO OBITE MeHee oTAensHON ynakoBku He meHee 90 %
YKa3aHHOT'O Ha 3THKETKE. OT YKa3aHHOW Ha 3THKETKE,
Macca conepKUMOro Kamaoh
OT/eNBHOMH YNaKOBKH J0/DKHA
ObiTh He MeHee 90 % ot
YKa3aHHOMH Ha dTHKETKe.
pH Or4,5 n0 6,5 e PO 5,4
Mukpobuonoruueckas uucrota |Kareropus 2 e Po CooTBeTcTBYET
8 [KonwvectsBeHHoeE OnpeneeHue;
- renapHH Ot 85 no 115 ME/r BHOXHMHYECKHH 100 ME/r
- DeH30KauH Ot 36,0 no 44,0 mr/r I'eo PO, BOXX 39,8 mr/t
- MeThinaparuapokcubeHsoar Ot 1,10 no 1,65 mr/r I'd PO, BOIKX 1,49 mr/r
- nponuanaparnapokcibensoar |0t 0,37 a0 0,60 Mr/T I'd PO, BDXKX 0,50 mr/r
- OeH3UNHUKOTHHAT Ot 0,60 no 0,88 mr/r I['d Pd, BOXKX 0,81 mr/r

9 |Ynakoska

o 25 r ma3u B TYOBI amoMuunessie. Kaxayio TyOy
EMECTE C HHCTPYKLIMEH MO MPUMEHEHHIO MOMellaioT

B Ma4Ky H3 KapTOHa.

[To 25 r Ma3u B TYObl aNiOMHHHEBLIE,
Kaxcnas Ty6a BMecTe ¢ HHCTPYKUHEN
0 MPHMEHEHHIO B Ma4Ke U3 KapToHa.

10 [MapkupoBka

1) lMepBuuHas yrakOBKa NEKAPCTBEHHOTO

npenapara.

Ha ty6e Ha pycCKoM sA3bIKE YKa3bIBalOT

1) IMepBuyHas ynakoeka
NeKapcTBEHHOrO npenapara.

Ha Ty6e Ha pycckoM A3bIKE YKa3aHo
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HaMMEHOBAHHE MPEANPHATHA - IPOU3BOAHTENA U
ero ToBapHLIii 3HAK, TOProBO€ HAMMEHOBAHKE
nperapara, rpyninMpoBO4HOE HAHMEHOBAHHE
npenapara, JeKapcTBEeHHYI0 (popMy, Maccy
npenapara B rpaMMax, YCI0BHs XpaHeHH:, HOMEp
cepuu (rocneHue YeThipe Hdpol 0003HavaAIOT
MeCsLL M FOJl H3rOTOBJIEHHA), CPOK FOJHOCTH.

2) BropuyHas ynakoBKa JeKapCTBEHHOIO
npenapara.

Ha nauke Ha pycCKOM fA3bIKE YKa3blBAKOT
HAMMEHOBaHHe [MPenpUATUA-NPOU3BOANTENS, ero
ToBapHbIil 3HAK, FOPUAHYECKHIT MOYTOBBI ajpec,
ajipec 2EeKTPOHHOM NOYTSl, Tel./(ake, Toprosoe
HaUMEHOBaHUe rpenapara, rpynnupoBoiHOe
HaUMEHOBAHME Mpenapara, JekapeTBeHHyo hopmy,
HAMMEHOBAHHE H KOJMYECTBO AeHCTBYIOLIMX
BELLECTR, epeyeHb BCIIOMOraTe/IbHbIX BELLECTB B |
r, Maccy fpenapara B rpaMmax, yC/loBHA OTIycKka,
«[IpUMEHSATH M0 HA3HAYEHUIO Bpauay, «XPaHuTh B
HEOCTYIHOM 115l IETEH MECTEN, YCIOBUA
XpaHeHHs, HOMep cepuu (ocneHue YeThipe UM(psb!
0603Ha4aI0T MECALL ¥ FOJl M3TOTOBIEHHA), CPOK
FOJHOCTH, PETUCTPALIMOHHLIH HOMEP, WTPUXOBOH
Ko M dapMaKos, JOMYyCKaeTCs HaHECEHHE CPe/ICTB
MAeHTH(UKALIHH,

HaMMeHOBaHHE NPEeLnpUATHS -
MPOM3BOLUTENS M €r0 TOBAPHLI
3HAK, TOProBOE HAMMEHOBAHHE
npenapata, rpyrniMpoBoiHoOe
HaMMEHOBaHHE npernapara,
nexkapcTeHHas opma, Macca
rnpenaparta B rpamMmax, YC/I0BHA
XpaHeHus, HoMep cepuu (nocnentue
yeThipe LHPpbl 0003HAYAIOT MeCsL H
rOJL M3rOTOBNEHHA), CPOK FOAHOCTH.
2) BropuuHas yrnakoska
JIEKAPCTBEHHOTO Npenapara,

Ha nayke Ha pycCKOM #3blKe YKa3aHo
HaMMeHOBaHHE MpeAnpHsTHA-
NPOU3BOAUTES, €r0 TOBAPHbIH 3HAK,
HOPHANYECKHI MOUTOBbII anpec,
ajipec MeKTPOHHON MOYThI,
Ten./(ake, TOproBoe HaMMeHOBaHHE
npenapara, rpynnupoBo4Hoe
HaHMEHOBAHME Npernapara,
nekapcTBeHHas (opma,
HAUMEHOBAHME M KOJIHYECTBO
NEeHCTBYHOLIMX BELLECTB, [EPEUEHb
BCIIOMOTATENbHbIX BellecTr B 1 1,
Maccy fpenapara B rpaMmMax,
yenosust otrycka, «[lpumensarts no
Ha3HAYEHHIO Bpaua», «XpaHHuTh B
HEJOCTYITHOM /1A JIeTER MecTey,
YCIIOBUA XPaHEHHs, HOMEpP CEPHH
(nocneHHE YeThipe UMb
0003Ha4al0T MECALL H ro/1
H3rOTOBJIEHUA), CPOK MOJIHOCTH,
pervcTpaluoOHHLIH HOMED,
WTPUXOBOI Koa H (hapmakon,
HaHECEHbI CPe/ICTBA HACHTH(HKALIMY,

11

YenoBus XpaHeHHa

XpaHuThb B 3aLMLIEHHOM OT CBETA MECTE NP TEMIEPATYPE HE Bblllie 25 C

12

Jlata 0OKOH4aHWA CPOKA FOJHOCTH

3rona

!03.2029

Hauanbnuk OKK

Jlara 11.03.2026

npouseedena (BRNOYAR YRAKOSKY (MAPKUPOG

Mling__1

Mameuko JLIT. /

Jlata

eHHbIe pe3ysbTarsl 11.03.2026

[Moanucs . H.0.

H HaApYKHOTO NpuMeHeHus (Tyda) 25 r x 1 (nayka
et TpeboBanuam JIC-001434-061119

NMpoAs Kauecmsa) Ha GLIUEYKAZAHHOU NPpOUIBOOCMBENNON NI aoKe

(miowadkax) 6 HOTHOM COOMGEMCmauw ¢ Auyensueld na hapmayesmuueckyio OdeamensHocmy, ¢ mpeosanuwivu lpasu
nadnescauieli  nPOUIBOOCMEEHHON  APAKMUKY, MPefosanusMu KONMPOIs KAYeCmea AeKapCMEEeHHbIX cpedcms, d makyce 6
COOMBEMEMEUY CO CREYUDUKAYUAMY, COVEPICANUMUCH 8 PECUCPAYUOHHOM 00CHe Wil 8 QOChe CeYUURayull na NeKapemaenblil
npenapam 6 cry¥ae AeKapcmeeHHblxX nPenapamos Ons KIuHu4eckux uccedosanui.

3anucu no nRPou3BOOCMEY, YNAKOGKE U AHAIU3Y NPOBEPEeHsl, U YCMAHOBNEHO ux coomeemcmeue mpebosanuim llpasun

Haonexcauyeti nPoU3EOOCHBEHHON NPAKMUKU,
M\ ['pymesuy E.B.

Z /  noanuce, K0,

Jlata noanucanus 11.03.2026

YnoanomModyeHHoOE JHLO
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