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1. HaumeHoBaHMe roToBOro npogykTa
(mopzoeas mapka, MHH, nekapcmeerHas

000 «Xemocpapm»

KOpuandeckuii agpec/dakruiecknin agpec:
249035, Poccusa, Kanyxckan o65., r. O6HuHCK, Kneeckoe wocce, 62
TenedooH: +7 (484) 399 05 00, e-mail: med@nizhpharm.ru

Ceptudumkar aHanusa Ne X90/2876/PP

¢hopma, do3uposka):

N

Koa rotosoro npogykra B 1C:
Homep cepuu:
4. Homep cepuu HepacacosaHHOR

npoAyKuum:
5. [arta npoussopcTea:

6. [Jata okoH4yaHus cpoka rogHOCTU/CpoK

roAHOCTHK.

7. Obbem cepuu (KONMHYECTBO YNAKOBOK):

8. KoHTponb nposeaeH no:

Tarncta® (beTtarucTuH) TabneTtku 24 Mr (KOHTypHas
sAYeiikoBas ynakoska) 10x5 (nayka kapToHHasA)

308999

60726

B714626

07.2026

06.2029

28 935

JIMN-Ne(001928)-(Pr-RU)-281223, mapknposka oT

15.08.2024
Ne HaumeHoBaHue HobMmbt Pesynurar
n/n nokasarens KayecTBa P 4
Kpyrnble  nnockounnuHapudeckue | KPYbIe MAOCKOLMNMHApU4eckue
1 | orvcanne Tabnetkn or Genoro po noutw | TabneTkn Genoro useta ¢ dackoi
Benoro iupeta ¢ hackoit ¢ ABYX | C ABYX CTOPOH W PUCKON C OJHOM
CTOPOH W PUCKO# C OAHON CTOPOHBI | CTOPOHBI
Bpems ynepxuBaHMA OCHOBHOIO
nuka Ha Xpomarorpamme
UCNBITYEMOro pacteopa,
NPUroTOBNEHHOMO ans
KONUYECTBEHHOrO  onpefeneHus, MNMonoxutensHas
AOIMKHO COOTBETCTBOBATb BPEMEHU
yAepXuMBaHUA OCHOBHOMO NWKa Ha
xpomaTtorpamme pacteopa 1 CO
GeTarmcTvHa aurmapoxaopuaa
2 WNoeHmdukauus
YnbtpaduoneTosble CMEeKTPhI
MornoLweHus UCTBITYEMOTO
pacteopa u pactBopa 2 CO
betarmcTuHa avruppoxnopuaa,
NpUroTOBNEHHbIE ANA onpeaeneHus MonoxutensHas
OOHOPOAHOCTA  A03UpOBaHMA, B
obnactu ot 240 a0 300 HM BOMKHbI
MMETbL MAKCUMyM NPW OAHOW U TOW
Xe AnvHe BONHbI
3 OaHOPOAHOCTL MAcCh, 18/20£5 % 2978
Mmr 2/20£10 % oT—-1%p0+1 %
He meHee 80% (Q) 6eTarmctuHa
0, -
4 PacteopeHue, % AUTMAPOXTIOPMAA Yepes 30 MuH 103 (101 - 104)
Mpumecn, %
-2-BUHUITNAPUAVH He 6onee 0,2 MeHee 0,05*
-N-me™nn-2-(nupuanH-2-un)-
5 N-[2-(nupnaunH-2- He Gonee 2,0 meHee 0,05*
U)aTUN]3TaHaMWH
-niobas apyras npumech He Gonee 0,5 MeHee 0,05*
-CyMMa npumMeceit He Gonee 2,0 meHee 0,05*
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HanmeHoBaHue

Mapkuposkoit ®, MexgyHapogHoe
HeNaTeHTOBAHHOE HauMeHoBaHue
Ha PYCCKOM W aHIMUIACKOM si3bikax™,
03UPOBKY, NEKapCTBEHHYI0 dopmy,
TeMaTudeckuin pucyHok (Tabnetka),
HauMEHOBaHue W  cofepxaHue
DeNCTBYIOWEro BellecTBa B OQHON
TabneTke, Konu4ectBo Tabnetok,
YCMOBUS OTNYCKa, LUTPUXOBOW KOA,
ycnoeusi xpasenus, «MpuMeHsTsL No
Ha3HaueHno Bpada», «XpaHuTb B

Ne Hopmbi Pesynwrat
n/n nokasarens KayecTBa
6 OpHopoaHocTe AV=15,0 ana 10 TabneTok unn 30 AVio=2.8
[03MPOBaHHbIX eanHuL, % TabneTok ’
KoniliacTasiiHoe Ot 22,8 po 25,2 mr GerarnctuHa
7 1106 avruapoxnopuaa, cuntas Ha 23,8
ONPEAENEHE, MFTab. cpeaHioo maccy Tabnerku™
MukpoGuonoruyeckasn
yucToTa:
~05ilAETIMEND S3Pa0HENK He Gonee 10° KOE B 11 5 KOE B 11
8 MUKPOOPraHUaMoB
-0blUiee UMCIO APOXOKEBLIX U He Gonee 102 KOE B 11 menee 10 KOE B 1r**
nnecHesbIX rpubos
- Escherichia coli oTCyTCTBUE B 1T oTCcyTCTBYET***
Mo 10 wmwm 30 Tabrnetox B | 10 Tabnetok B  KOHTYPHYIO
KOHTYPHYIO SIMEWKOBYIO YNaKOBKY M3 | AYEKOoBYl0 YNakoBkKy M3 pONbru
MNEHKN  MNOMMBUHUNXNOPUAHOW Y | anioMUHUEBON nevyaTtHou
donbrM  aniOMUMHWEBOK  NEYaTHOW | NakupoBaHHOR n honbru
NakUpoBaHHOW WAM B KOHTYPHYIO | aniOMUHWEBONW, NaMUHMPOBaHHOM
AYelikoByl0 ynakoBky W3 ponbrv | MONMBUHUNXIOPUAHON 7
antoMUHUEBON neyaTHoN | NoNUaMUAHON NIEHKON
nakuposaHHOW " conbrm
9 YnakoBka anioMWUHNBON, NaMWHUPOBAHHOW
NONVBUHUNXNOPUAHON "
NoRMaM1aHOR NNEHKO.
Mo 3 unn 5 KOHTYPHBLIX AYENKOBBIX
ynakosok no 10 Ttabnetok, no 1, 2 | Mo 5 KOHTYpHBIX  SMENKOBBIX
WM 3  KOHTYPHbIX  A4YelikoBbIX | ynakosok no 10 TabneTox BmecTte
ynakoeku no 30 TabneTok BMeCTe C | C JIMCTKOM BKNablllem B Nauky u3
NUCTKOM BKNagbillem B Mauky W3 | KapToHa.
KapToHa.
MepBUYHaA ynakoBka MepeuyHan ynakoska
Ha koHTypHoi1 sueiikoBoi ynakoBke | Ha KOHTYpPHOMN AYENKOBON
yKka3biBaloT TOBapPHbIA 3HaK | ynakoBKe yKa3aHbl TOBAPHbIA 3HAK
Aepxartens pPErMCTPaLMOHHOIO | Aepxatena  perucrpauuoHHoro
YOOCTOBEPEHUR, HaMMeHOBaHWE | YAOCTOBEPEHWS, HaWMeHOoBaHWe
npeanpusTUA-NPOU3BOANTENS, npeanpuaTUS-NPOU3BOaUTENS,
CcTpaHy, Tropod, HauMEeHOBaHWe | cTpaHa, ropon, HaMMeHoBaHue
npenapata ¢ npeaynpeavTentHON | nMpenapara ¢ npeaynpesuTensHon
MapKkupoekoit ®, MexayHapoaHoe | MapkupoBKo#i ®, MexayHapoaHoe
HENaTeHTOBaHHOE HaWMEHOBaHWE | HeMmaTeHTOBAHHOE HauMeHoBaHue
Ha PYCCKOM M aHFNMACKOM fA3blkax®, | HA  PYCCKOM U @HFMUIACKOM
OO3NPOBKY, NekapcTBeHHy0 hopMy, | A3bikax™, [031pOoBKa,
HOMep cepuu (BkMoYaeT AaTy | NexkapcTBeHHaa <opma, Homep
npousBoAcTea), JAaTa WCTEeYeHus | cepuu (ekntoyaeT faty
CpoKa rogHocTu. NpoOu3BOACTBA), AaTa MUCTEYEHUS
BTopuuHas ynakoska Ccpoka rogHOCTU.
Ha nayke ykasbisaoT | BropuyHas ynakoBka
10 | Mapkuposka HavMeHOBaHue npeanpuatus- | Ha navke ykasaHbl HaumeHoBaHue
NpoW3BOaMTENA, CTpaHy, ropos, | NpeanpuaTUa-npon3BoanTenNs,
HaUMEHOBaHWe W TOBApHLI 3HaK | cTpaHa, ropoja, HauMeHOBaHWE W
Aepxartens PerucTPaLUMOHHOIO | TOBApHLI  3HaK  Aepxartens
yOOCTOBEpPEHUS, ero aapec, | perncTpaumoHHOro
TenedoH, HauMEeHoBaHUE | YOOCTOBEPEHUs, €70  ajgpec,
npenapata ¢ npesynpeautencHon | TenedpoH, HauMeHOBaHWe

npenapara ¢ npesynpeanTensHoi
MapKUpoBKo# ®, mexayHapoaHoe
HenaTeHTOBaHHOe HauMeHOBaHWe

Ha  pYCCKOM ¥ aHMUACKOM
fA3blkax™, [O3UpOoBKa,
riekapcTBeHHas dopma,
TEMaTU4ECKUn pUCYHOK
(tabnetka), HaumeHoBaHuWe WU
cogepxaHue AencTeyloLero

Bewectea B oaHoi Tabnetke,
KonuyecTBo TabneTok, Yycnoeus
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Ne HaumeHoBaHue
T
n/n nokasartens Kayecrsa Hopme! Pesynera

HEAOCTYNHOM AMs AETe MecTe», | OTNYCKa, LUTPUXOBOW KOA, YCIOBUA
HOMEp cepun (BKMloyaeT pJaty | xpaHeHus,  «[lpumeHaTb  no
Npov3BOACTBa), [MaTa WCTEYEHWs | HasHaueHWio Bpaua», «XpaHuTk B

CpoKa rogHoCTH, chapmakos, | HeAOCTYNHOM ANA AETeW MecTe»,
cpepcTea  waeHTUdMKauMm  ANA | HOMEp cepun  (BKROMaeT faty
MOHMTOPUHra OBWXEHWA | NPOU3BOACTBA), AaTa WCTEYEHUA
niekapcTBEHHLIX Npenaparos. cpoka rogHocT,  dhapmakoa,
* BetarucTuH / Betahistine cpeactBa  wpeHtudpmkaumn  ona

MOHUTOPUHIA ABUKEHUA

NeKapCcTBEHHbIX NPenapaTo..
* Betaructud / Betahistine

11 YcnoBua xpaHeHus Mpy TeMnepatype He Bbiwe 25 °C.
12 Cpox rogHocTH (CpoK 3 rona
XpaHeHus)

* Tpepen obHapyxeHus - 0,05%

** HopmMa Ha Bbinyck — oT 22,8 fo 25,2 mr 6eTtaructuia aurnapoxnopuaa, cuuMTas Ha cpeaHiol Maccy TabneTku.
HopMa Ha cpok xpaHeHus — oT 22,2 o 25,8 mr GeTarucTuHa OUrMAPOXINOPMAA, CHWATasi Ha CPeaHIol Mmaccy

TabneTku.

***TpoTokon ucnbitaHuii Ne2767mk/26 ot 11.08.2026 000 HUL «PAPMOBOPOHA» (Iluuensua Nef1012-00102-

77/00006660 ot 29.11.2021; CepTucbukatr NeGMP/EAEU/RU/01521-2024 cpok felicTeus ¢ 26.09.2024 no 25.08.2027,

CepTtudukat NeGMP/EAEU/RU/01512-2024 cpok pelicTeus ¢ 26.09.2024 no 25.09.2027).

BaknoveHne OKK: cooTseTcTBYET / HE COOTBeTCTByeT TpeboraHusm JIM-Ne(001928)-(PI-RU)-
281223, mapkupoBka oT 15.08.2024. e

// / :

HavanbHuk OKK: C{/ & / HexsuHckas O.E.

OaTa Bbigaun: 27.08.2026
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