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Amnogunux, Tabnetkun S5mr

Toproace nexapcreel npenapara, NekapcTeeHHan dopma, gosuposxa

PerncrpauvoHHOe yaA0CTOBEpeHWE NICP-000087

Homep cepun 060320

[ata Hayana npov3soaCTBa 02.03.2020

fopeH po: 03.2024

Konuyecteo 194304 ynakoBOK

AHanKU3 BbINOAHEH NO HOPMaTUBHOMY JOKYMEHTY NICP-000087-011217, M3m. Ne1-3

MeTtoa KOHTPONA

Pe3yneTaT KOHTPONA
HopmaTuBHO® 3Ha4YeHue

HaumeHOBaHWE NOKasaTenA

Onucanue Bu3ayanuHblit Kpyrable NAOCKOLMAMHAPHUYECKKE
Kpyrnble NAOCKOUMAWHppUYEcKUe tabnetkn 6Benoro wWau Tabnetku 6enoro uBeTa ¢ PUCKON 1
noyTv Benoro ugeTa ¢ puckod W GacKoid. [LoNyCKAeTCa nerkas dackoi.
MPaMOpPHOCTb. MpamOopHOCTb.

MoANMHHOCTD BIKX
Bpema yAepHKMBaHMA OCHOBHOMO MWKAa Ha Xpomatorpamme
MCNBLITYEMOr0 pPacTBopa A0NMMKHO COOTBETCTBOBATL BPEMEHM CooteetcTayeT

yAepKMBaHUA NUKA aMNOAMNMHA HA XpOMATOTpaMme co1
CnekTpodoTOMETDPHUYECKMHA

VnbTpadMoneToBble  CNEKTPbl  NOFNOWEHUA  PacTsopos
npenapaTa v cTaHaapTHoro obpasua amnoaunuHa, 8 obnactu

ot 220 Ao 450 HM AOMKHBI MMETb MAKCUMYMbI M MUHUMYMBI CooTseTcTBYeT
NOrNOULEHUA NPU OAHWX M TEX e ANWHAX BONH.
PacTeopeHue Yd-cnektpodoTomeTpua
He meHee 70 % (Q) uepes 45 mMuH CyoHysCIN,Os 98 %
(amnopunuHa).
MoCTOPOHHWE NPUMECH BIKX
Mpumecs D — He Gonee 0,3 %; 0,02 %
EAMHMYHAA HEWAEGHTUOULMPOBAHHAEA NPUMECh —
He Bonee 0,3%; 0,14 %
Cymma npumecei — He bonee 1,5 %. 0,16 %
OfHOPOAHOCTb A03UPOBaHNA ro X, cnocob 1,YP-cnekTpodoToMETpUA AV =5.6 %
AV<15,0%. '
MuKkpoBuonormiecrkan YucToTa Kateropua 3 A.
OBuwee 4ncao aapobHbIx He 6onee 1000 KOE; <10
MWKPOOPraHWaMoe 8 1 1;
O6uiee YUCN0 APOHOKEBbIX U He 6onee 100 KOE; <10
nnecHeebix rpubos s 1r;
Escherichiacolis1r. OTCYTCTBME. OTCYTCTBYET
KonuuectseHHOe cnpeneneHue B3HX
Copepwanme CyHysCIN,O5 (amnopunuia) 8 Tabnetie ot 4,5 4,9 mr
00 5,5 Mr, c4MTaR Ha CpeaHIoo maccy oaHoM TabneTtku,
¥YnakoBKa Mo 10, 30 TabneTok B KOMTYpHyl adeiikosylo ynakosky u3 | o 30 TabneToK B KOHTYPHOM A4eiikoBoi
AAGHKMA NONMBMHUAXNOPUOHOH W GOAbIM  ANIOMWHWEBOH | ynakoBke u3 NAEHKK
NeYaTHOM NaKUpPOBAHHOM. NONUBUHUAXNOPUAHOM 7 donbru

fMo 10, 20, 30, 40, 50 wnu 100 Tabnetok B BaHkd M3 | ANIOMVHMUEBON NeYyaTHON NaKMPOBAHHOM,
nonuaTMneHTepedTanaTa ANA NEKAPCTBEHHLIX CPeACTs MM | 1 KOHTYpHaR AuelikoBas  ynaxkoska
NOAMNPONUNEHOBLIE ansa NEKapCTBEHHbIX CPeACTs, | BMECTE C MHCTPYKLMER NO NPUMEHEHMIO
YKYNOpPEHHbIE  KPLIWKAMW M3 MOAWSTW/EHA  BLICOKOTO | MOMEULEHa B KapTOHHYKO  YNaKoBKY
[AaBNEHWA C KOHTPOAEM MEepBOro BCKPBITUA MW KPblWKAMU (nauky).

NOAMNPONUNEHOBLIMU € CUCTEMOH  «HaMaTb-NOBEPHYTHLY
GUPMbI MM KPbIWKaMKU U3 MONMITUNEHA HU3KOrO A3aBNEHKA C
KOHTPONEM NEPBOrO BCKPLITMA GHUPMBI.

CeoBoaHOe NPOCTPAHCTED B BaHKe 3aN0AHAIOT  BaTOM
MeAMLMHCKOH rMrpoCKONMYecKo.

Ha BaHKy HaKNeUBaloT ITUKETKY CAMOKNEALLYIOCA.

Opny Bauky wam 1, 2, 3, 4, 5, 6, 8 nau 10 KOHTYpHbIX
A4EMKOBbLIX YNaKOBOK BMECTE C MHCTPYKLMER N0 NPUMEHEHWIO
NOMEWAIOT B KAPTOHHYIO YNaKoBKy (nayky).
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MapKupoBsKa

Ha KOHTYpHOM AYENKOBOW ynakoske (6nucTepe) ykasbisaoT
TJOoprosoe HaumeHoBaHue NexapcTeeHHOoro npenapara
(coBnagaetr ¢ MeRAYHapoaHbIM HEenaTeHTOBaHHbLIM
HAUMEHOBAHWEM), NeKapcTeeHHyl  GOpMYy,  A03MPOBKY,
HavmeHoBaHve Aepwarens perucTpaLMoHHOro
YAOCTOBEPEHWA ] HauMeHoBaHue npoussBoauTeNA
NeKapCcTBEHHOrO Mpenapata, HOMep cepuu (srniouatoWMiA
MECAL, M o4, NPOU3BOACTBA), AATY UCTEYSHUA CPOKA FOAHOCTH
(mecauu rop).

Ha atuMKeTHe BaHKM YKa3biBalT TOProgoe HaWmMeHoBaHWe
NeKapcTBEeHHOro npenapaTta (cosnagaer € MemayHapoAHbIM
HEeNaTeHTOBaHHLIM HaUMEHOBAHUEM), NEKAPCTBEHHYIO HOPMY,
[03uposKy, Konuuecteo TaBnetok B Bake, cnocab
npumeHeHna:  «[JNA  npuema  BHYTPb», HaUMeHOBaHWE
AepaTenn pPEerucTpauMoHHOro yaocToBepeHus “
HaUMEHOBaHWE NPOM3IBOAUTENA NEeKAPCTBEHHOro npenapaTta,
NOrOTMN NPOWIBOAMTENA W/WUAM NOFOTHN 3aKA3uMKa, Gapm-
Koga, HOMep Ccepuu (srnoyaoWMin - mecay, M oA
Npou3BoACTBa), AATY MCTEYEHWA CPOKAa roAHOCTH (rofdeH Ao:
mMecaly M rog). «AHTUIMNEPTEH3UBHLIA 8HTMBHIUHANLHLIA
npenapart».

Ha KapToHHOW ynakoBke (nauke) ykasblBalT TOProBoe
HAMMEHOBAHWE /AEKapCTBEHHOrD npenapaTta (cosnagaer ¢
MEMAYHAPOAHLIM  HEMaTEHTOBAHHLIM  HaumeHoBaHWem),
HauMeHOoBaHKe nepxarens PErMCTPaLMOHHOID
YAOCTOBEPEHUA /IeKapCTBEHHOTO npenapaTa (coBnajaer ¢
HaWMEHOBaHMEM MpOM3BOAMTENSA), aapec NPOW3BOAUTENA
NeKapcTBEHHOrO  Npenapata  (cosnapaaeT ¢ 3Apecom
OepXaTens perucTpaurMoHHOro yAOCTOBEPEHUA) (cTpaHa,
061acT, FOPOA), 3NEKTPOHHbIA aapec u CaiT NPOU3IBOANTENS,
NeKapcTBeHHYK GOpMy, JO3MPOBRY, KONUYECTBO TabneTok 8
ynakoske, uHbOpMaumio © COCTaBe  NeKapcTBEHHOro
npenapaTta (HaWMeHOBaHWE [eWCTBYIOLWEr0 BeulecTsa W ero
KO/MUYECTBO, MepevyeHb BCNOMOrAaTeNbHbLIX BeWEeCTs), Homep
cepun (BKAIOYAIOWMIA MecAL, W rof NPOM3BOACTEa), AATY
VCTeUeHMA CPOKa OAHOCTH (roieH A0 MECAL, M TO4), YCNOBHA
XpaHeHus, €nocob npumeHenus: «[na npuema BHYTPbY,
YCAOBMA OTMYCKA, HOMEP PerycTpPaLHOHHOrO YADCTOBEPeHUA,
NOTOTAN NPOM3BOAMTEAR W/MAW NOrOTMN 3aKasunka, dapm-
KO, LWITPUXOBOM KOZ, ABYMEPHbIA WITPMXOBOH KOA € nONHOM
UMM YACTMYHOW paclundposKon MHGOPMaLMK, copepallencs
8 ABYMEDHOM LWTpuUx0BOM Koae wunu Ge3 Hero, «CmoTpu
MHCTPYKUMIO MO MPUMEHEHWKO  (AMCTOK-BKAaabiw)», «He
NPUMEHATS NO MCTEYEHMKM CPOKa rOAHOCTH®, «XpaHWTbL B
HeAoCTYNHOM [ONA AeTel mecrey, «AHTUIUNEPTEH3UBHBIN
aHTMaHIMHaNbHBIA Npenapat».

JlononHUTENBHO Ha KapTOHHOM  YNaKoBKe (nauke)
oy6nvpyeTcs TOpProBoe HauMEHOBAHWE W AO3UPOBKA C
MCNONb30BaHWEM WpudTa Bpaina.

Ha KOHTYpHOl AYEiKOBOM ynakoBke

(6nucTepe) yKa3aHo: Toprosoe
HaumMeHOoBaHWe HEKEPCTHEHHOFD
npenapata (cosnapaer c

MEKAYHAPOAHLIM  HEMaTeHTOBAHHbLIM
HauMEHOBaHKUeM), NexapCcTBeHHan
dopma, [03MPOBKA,  HAUMEHOBaHWe

Aepwarens perucTpaLMoHHOro
yAOCTOBEPEHMA M HaumeHoBaHue
npov3BoauTENS NexapcTBEHHOMO

npenapaTa, HoMep cepum (BKAKOHaIWHIA
Mecal, W roa nNpoM3BOACTBa), AaTa
MCTEUEHUA CPOKa roaHocTH (Mecau, ¢
roa).

Ha «KapronHoit  ynakoske  (mauke)
YKa3aHo! TOprosoe HavmMmeHoBaHne
NeKapCTBEHHOrO Npenapata (cosnanaer ¢
MEMAYHAPOAHBIM HeNaTeHTOBaHHbIM

HauMeHOoBaHWeM), HavMmMeHoBaHue
neparens perucrpauroHHoro
YAOCTOBEPEHUA NEeKapCTBEHHOrO
npenapara (cosnapaer c
HauMeHOoBaHWEM npowu3ssogurens),

afpet NpoM3BOAMTENA NeKapCTBEHHOrO
npenapata (cosnagaeT C  aApecom
aepwarena PerucTpaunoHHOro
ypoctosepeHus)  (cTpaHa,  obnacts,
ropoa), 2NeKTPOHHLIA agpec u  CanT
NpoOM3BOAMTENSA, NEKapCcTBeHHaA Gopma,
[034pOBKa, KoAuyecTeo Tabnetok B
ynakoeke, uHdopmauus 0 cocTase
NEKapCTBEHHOrO npenapara
(HaumeHoBaHue feicTeyiowero
BeLLecTBa WM ero KONWYecTBo, NepedeHb
BCROMOraTensHbiX  BEWECTs), Homep
cepun  (BKMIOYBIOWMIA  MeCAL, M TOA
NPOM3BOACTBA), AaTa MCTEeYeHWs CPOKa
rogHocTM (ropeH [o: Mecal u rog),

YCNOBUA XpaHeHua, cnocob
npumeHeHua: «[na npuMemMa BHYTPb?,
YCNOBUA OTNYyCKa, HOMEp
pPerucTpPauMoHHOMo YAOCTOBEPEHUSA,

noroTn  NpouseoauTens, $apm-koa,
LUTPUXOBOH KOA, ABYMEPHBIN WTPUXOBOM
KOA C uacTMuHOM  pacwudpoBKoi
UHGOPMALIMHK, copepxalueiica B
[BYMEPHOM LITPMXOBOM Koae, «CmoTpu
WHCTPYKUMIO MO NPUMEHEHWIO (AWMCTOK-
BkAadbiw)», «He  nNpMMEHATb  NO
UCTEUEHMIU CPOKE TOAHOCTHY, «XPaHWTL B
HEeJOCTYNHOM  ANA  AeTeid  mecre».
CAHTHIUNEPTEHIMBHBINA
AHTUAHIMHANLHLIA NpenapaT».
[ONOAHUTENBHO HA KAPTOHHOM yNaKoske
(nauke) npoaybaupoeaHo TOprosoe
HaUMEHOBaHWE W.,~FposupoBka ¢
ucnonsATeativem WpHbTE
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