AAAGAROADAARAASAMAGARASANAADASALIRAAANABANSLNANDOANRRARDD 't" e
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PerucTpanHounoe yiocr oaepenue

JeKApCTBeHHOro npenapara JEJIsE Me/X HH;CROI’O “. nMeHen}m
P P NG 0040 490 (PT R U) | P

(HOMEp PEruCTPAIHOHHOIO YA0CTOBEPEHHSA NEKAPCTBEHHOTO npenapa'ra)

B cootsercTBun ¢ [IpaBiiaMy PericTpaliy i 9KCIePTH3bI eKapCTBEHHbIX cpeacTs ,q;m Memluuﬂcx
MPUMEHEHHS, HACTOSALIEE PErHCTPALHOHHOE ynocmaepenna BBIIAHO: i

HanmeHOBaHNE TeprKaTeNs OTKPHTOG ammagcpuoe 05010‘31‘30 -
PErscTPauHOHHOIO YA0CTOBEpeHMS: '

Azipec aepAaTessi perucTpauHoOHHOro

YAOCTOBEPeHHSI: Yﬂ. Tamxeﬁ_; Kas 2

Jlara perucTpanmu: 21 03 2024

JlaTa neTedeHnst cpoKa aelcTBHA
PErHCTPANHOHHOTO YA10CTOBEPEHHS:

JlaTa NoATBep:KAeHHsl perucTpauHin
(nepeperncTpaunu):

JlaTa BHECeHHsi H3MEHeHHH
(nepeod)opMJIEHHST) B pErHcTpauionHoe
YIOCTOBEPEHHE:

7 | lata perncTpaunu B pedepeHTHOM 21.03.2024

rocyaapcTae:

11 TIOATBEPKIALT, 4TO JIEKAPCTBEHHbIH Npenapar 3aperncTpuposat i pespelliel K MeLHHCKOMY NpHMe
Ha TepPUTOPHH! ' '
Poccuiickoit denepaunu

(rocynapcTBo — 4JIEH Espasuiickoro 3xouommecxoro coma)
HHpopmaLms 0 3aperHCTpHPOBAHHOM JICKAPCTECHHOM npenapate

Toprosoe HaHMeHOBaHHE JIEKAPCTBEHHOTO ﬂﬂKC&Mﬂ_‘MOH

npenapara:

MezayHApPOAHOE HENATEHTOBAHI0E JlexcameTasoH
nanmenosaune (MHH), nan obmenpuHaTOC
(rpynnnpoaoqnoe) HaHMEHOBaHHe, HIH
XHMH4€eCKOEe HAHMEHOBaHHE AKTHBHOI
‘papmaueBTHYECKOIl cyOcTaHUNH

(npu orcyrereun MHH):

JlekapcTBeHHas (popma: pacTsop M mmémaﬁ'

JlosupoBka(-H): 4 mr/ma

PacTBOP LISl HHBEKLUH, 4 MI/MA (ammyna) | minx 1 0:
(KopoOka KapTOHHas) =

et
[

pacTBOP JUist HHBEKLMHA, 4 mr/ma (amnyna) 1w x 5710
(navyka KapTOHEas) -

Mopma(-bl) BINTYCKA:

nexcameTaszona Hatpus ocdat 4.37 Mr, 3
BCHOMOTaTe/IbHLIE BelecTsa (MHuepo (rnuuepun

JMCTHIUIMPOBAT HbLT), AHHATPHS 3%&%1}3% .
coib, 3TH.IICHH.HEIM HHTETPayKCYCHO

CocTaB JIeKapCTBEHHOTO Npelapara:
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CTpaHg_u_a_Q_ PerucTPalMoHHOIO YA0CTOBCPEHHS No JILI-Ne(004949)~(PL-RU)

JUIS HHBEKILHIT)

14 | Cpok roanocTu:

3 ropa

Mndopmatiis 0 NPOU3BOIHTE/E IEKaPCTBEHHOTO Npenapara (HA3BAHIA if A/APECa NPOHIBOACTECHHbIX II0MAnoK,
yYHACTBYIOIIMX B MPOLECCE NIPOM3BOCTRA JEKAPCTBEHHOrO NpenapaTa)

Ne | Cragns npou3BoAcTBa
(BCE YHACTHHKH
MPON3BOACTBEHHOI'0
npouecca)

HaszgaHue opraHusaiumn

Alpee MpoH3BOACTBEHHON IU10NIALKH

| | TNpou3soAcTBO rOTOBOMH
JleKapCTBeHHO# (hOpMBbI

OTKpbITOE aKLHOHEPHOE
o6utectro "JTAJIbXUMPAPM"
(OAO "JIAJIbXUM®PAPM"),
Poccus

680001, XabapoBckHii kpai,
r. Xa6aposck, yi. TamkenTckas, 4. 22,
cTp.2

2

[NepeuuHas ynakoBka

OTKpbITOE aKLHOHEPHOE
o6iectso "JAAJIBXHUMMAPM!
(OAO "HAJIbXUM®APM"),
Poccus

630001, XaGaposckuii kpaii,
:' r. Xabaposck, yi. Tauikentckas, 4. 22,

| op. 2

3 | BropuuHas ynakoBKa

OTKpBITOE aKIIHOHEPHOE
obuiectso "JAJTIBXUM@APM"
(OAQ "JAJIbXUM®DAPM"),
Poccus

4 | Bsimyckaloumi
KOHTPOJIb Ka4yecTBa

OTKpBITOE 8KLIHOHEPHOE
o61ectso "JAAJIbXHUMDAPM®

(OAQ "JIATTbXUM®APM" ) o =

1630001, XaGaposckuit kpai,

|
]
— et

r. XaBaposck, yn. TawkenTekas, 4. 22,
| cp. 2

630001, XaGaposckuit kpaii,
r. XaGapogck, yi. TawkeHTckas, 1. 22,
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