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DAPMALEBTHKA

Mecto Haxoxaesus: 000 «030H», Poccus

, 445351 Camapckaa o6n., r. Murynesck, ya. Necoynas, a.11
Mecra ocyujecrenenna NMueHsInpyemoi gestensHoctu: 000 «O30H», Poccun, 445351 Camapckan 061, 1. 0. Murynesck, r. Hurynesck, ya.
FMapoctpouteneii, g. 6; Ten. | 84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00

Nuuensua MuHucrepersa MpomeiwnexHocTH u Toprosau PO Ne 00072-nC

CepTudukar kayecrsa cepun Ne 1192 ot 14.02.2022

DamotuauH, Tabnetku, NOKPbITbIe N1eHO4YHOI 060104KO0I 40 Mmr

Homep cepuu
farta Hayana npoussogcTea
Konuyectso

AHanus BbinonHeH No HOpmaTUBHOMY AOKYMeHTY

TOProBoe HaUMeHOBANME NEKAPCTAEHHOIO NpenapaTa, AeKapc bopma,

PeructpauuonHoe yaocroeepenue JIC-001456

090122
23.01.2022
16590 ynakosok

N1C-001456-291119, Uam.Ne1

HaumeHosanue noKasatens

Meron koHtpoas

HopmaTtusHoe 3HavyeHue

PesynbTat KOHTpons

OnucaHue

BuayansHbii

Kpyrnble  agoakosbinyKAble Tabnetkn,  noKpsiTbie
nAeHoYHOM obonoukoii Genoro useta. Ha nonepeyHom
Paspese BuaHbl ABAa CNOA — HAPO M nEHOYHER
obonouka,

Kpyrnsie ABOAKOBbINYK/blE TabaeTKY,
NOKPbITbIE NAEHOYHOI 060A0UKOIH
6enoro ugera. Ha nonepeyHom
Ppaspese BMAHLI ABa CNOA — AAPO W
nneHoyHas 060n04Ka.

NognuHHOCTL

Y& CnexktpodoTomerpus

Y®-cnekTpel  ucnbiTyemoro pacteopa u pacrsopa CO
damotuamHa 8 obnactu ot 220 A0 320 HM AOMKHBI
MMETb MakCUMyM MOTMIOWEHNA NPU OAHMX U Tex e
ANMHEX BOAH (£ 2 HMm).

TCX

MATHO Ha xpomaTtorpamme ncneiTyemoro pacreopa b no
MONOMKEHMIO, UHTEHCMBHOCTU NOrNOLWEHUA W BeNYMHE
AOMHHO  COOTBETCTBOBATL NATHY Ha XpomaTorpamme
PacTBopa cpasHeHus A.

Cootsetcrsyer

CooTsertcrayer

Pacteopexue

[®PD, Y®-cnektpodotomerpus

He meHee 70 % (Q) CsHisN;0,5, (bamoTuauna) yepes 30
MUH,

98 %

PogcrseHHble npumeck

Tcx
EAMHWYHOIA npuMeck — He Gonee 0,3%.
CymmapHoe copepianue npumecei — He Bonee 1,0 %.

<0,3%
<1,0%

OaxopogHocTs A031poBaHua

[® P, cnocob 1,

Y®-cnektpodotomerpus

AV<=15,0%

4,6%

Mukpo6uonoruyeckas unucrora
*06uwee yncno aspobHbix
MUKpOopraHuamos B 1 r;
*061ee YUCAO APOHGKEBLIX 1
NnecHesbix rpubos B 1r;
*Escherichiacolis 1.

[ PO, Kateropus 3A

He 6onee 1000 KOE;

He 6onee 100 KOE;
OTCYTCTBUE

<10

<10
oTCyTCTBYeT

KonuuecteeHHoe onpegeneHue

ym-cnen'rgogorome'rguﬂ

OT 37,0 go 43,0 mr CaHisN;O,Ss (pamotuauna) s
Tabnetke.

38,6 mr

¥Ynakoska

Mo 10, 30 tabnetok KOHTYPHYIO AYeiiKOBYIO ynaKosKy
U3 NNEHKW  NOAMBUHWAXNOPUAHON W bonbru
ANKOMUHUEBOI Ne4aTHOM NaKUPOBaHHOIA,

Mo 10, 20, 30, 40, 50, 60, 100, 120 uau 180 Tabnetok s
BaHKKM M3 noauatunenTepedTanara ANA NEeKapCTBEeHHbIX
CPEACT8 UM NOAMNPONUAEHOBLIE Ans NIEKAPCTBEHHbBIX
CPEACTB, YKYNOPEHHbIE KPbIWKAMW W3 NOAMITUNEHa
BbICOKOr0 4aBneHMA C KOHTPO/eM nepsoro BCKPLITUA
VW KPBIWKAMK  NONMNPONUAGHOBLIMK € CUCTEMOI
€HAKATb-NOBEPHYTLY MM KDLIWKAMK W3 NOAMSTUNEH
HUSKOTO A3BNEHUA C KOHTPO/IEM NEPBOTO BCKPLITUS.
Cso6oaHoe npocTpaHcTBO B BaHke 3anoAHAOT BaToi
MeAMUMHCKOM MMrpoCKONMYecKoR,

Ha GaHKy HaknensaioT sTMKeTHY CamoKenLyoCs.

Oany GaHky unm 1, 2, 3, 4, 5, 6, 8 10, 12 wwm 18
KOHTYDHBIX A4 KOBbIX YNakoBOK BMeCTE ¢ MHCTPYKUMelH
N0 MefULMHCKOMY NPUMEHEHMIO (nmcTok-Brnagpiw)
NOMELLAIOT B KAPTOHHYIO YNaKoBky (nauky)

Mo 10 rTabnetrok =8 KOHTYPHOM
AYEIKOBOM  YNaKOBKE W3  NneHKW
NOMMBUHWUAXAOPUAHON W Gonbrn
ANIOMUHUEBOH NEeYaTHOMN.

2 KOHTYpHbIE AYEIKOBbLIE YNAKOBKM
BMecTe c MHCTPYKUMEn no
MEANUMHCKOMY NPUMEHEHMIO (NUCTOK-
BKNaAblW) nomeweHsl B KapTOHHYO
YynakoBeKy (nauky).

| Maprwposra

Ha  KkoHTypHoli  auelikosoli ynakoske (6auctepe)

Ha KOHTypHOW saveiikosoii ynakoske

Odonmnenn: umkeuen na renruhranmms Conen A D
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DAPMALEBTHKA

MecTo HaxompeHus: 000 «030H», Poccua

, 445351 Camapckas obn., r. Hurynesck, yn. Necounas, 4. 11
Mecra ocywecrenenus AuueH3npyemoit geatensroctu: 000 «030H», Poceusn, 445351 Camapcuas o6, 1. 0. Murynesc, r. Muryaesck, ya.
TwapocTpouTeneii, 4. 6; en. (84862) 71-851, 71-853/56/ 57/58; daxc (84862) 341-09, 290-00

Nwuensun Munucrepcrsa NpombiwnesHocT u Toprosau PO Ne 00072-N1C

YKa3biBAIOT TOProsoe HaWMeHOBaHWE NeKapcTBeHHOTo
npenapara (coBnagaer C MEXAYHAPOAHbLIM
HENAaTEHTOBAHHLIM HaUMEHOBaHUem), NIeKapCTBEHHYIO
dopmy,  £03MpOBKY, HaumeHoBaHue  pepatens
PErMCTPAUMOHHOTO YAOCTOBEPEHUA U HaMMEHOBaHMe
NpouseoauTeNns neKapcTBeHHOro npenapara, Homep
cepum (BRuoNaWMI Mecal u oA NpowsBoAcTea), aaty
MCTEYEHWA CPOKa rOAHOCTH (MeCcAL, W roa).

Ha 3TukeTKe GaHku yKasbiBaloT TOProBoe HaumeHoBaHUe
JleKapcTBeHHOro  (cosnagaer ¢ MeXAyHapoaHsLIM
HENaTeHTOBaHHLIM HAMMEHOBaHMWeM), NEeKapCTBEHHYIO
Popmy, [03MPOBKY, KoAWuecTsO Tabnetok 8 Bakke,
cnocob  npumeHexus: «0na  npuema  BHyTpb»,
HaumeHoBaHue hepartens PerucTpaumuoHHoro
YAOCTOBEPEHMA W HaWMEHOBaHue npoussogutens
/IEKapPCTBEHHOrO npenapata, AoroTvn npowssoauTens,
dapm-kop, HOMep cepuu (BRMOYatoWMit Mecal M rog
NPOM3BOACTBA), AaTy UCTEYEHUA cpoKa rogHocTH (rogex
AQ: Mecau u roa).

Ha kapToxHoi ynakoske (nauke) ykasbigaior Toprosoe
HaWMeHOoBaHWe NIeKapCTBEHHOTO npenapara (cosnapaer
o MEXAYHAPOAHbIM HENaTEHTOBaHHbLIM
HauMeHoBaHueMm), HaUMeHoBaHue Aepwarens
PErMCTPaLMOHHOTO  yAOCTOBEpeHUA (coenagaer ¢
HaWMeHoBaHWem npoussoguTens), aapec Aepwarenn
perucTpaumorHoro  yaoctoseperus (cosnagaer ¢
aapecom npoussoauTens) (ctpawa, obaacts, ropop),
3NEKTPOHHLIM  agpec M caiir npoussoauTens,
NIeKapcTeeHHylo  ¢opMy,  A03MPOBKY,  KoAMuecTEo
Tabnetok 8 yNaKkoeKke, uHdopmaumio o© cocrase
/IEK3PCTBEHHOrD npenapara (HanmenoBaHuUe
ASNCTBYIOWeEro BewwecTsa U ero KO/NMYECTBO, nepeyeHs
BCNOMOraTenbHbIxX Bewecrs), Homep cepuu
(Brmovatowmit  mecay u foA npoussogcTsa), pary
MCTEHEHWA CpoKa rogHoCTH (rogeH go: MecAl 1 rop),
YCN0BUA XpaHeHus, cnocob npumenenns: «ns npuema
BHYTPbY, YCNOBUMA OTNYCKa, Homep perucTpauuoHHoro
YACCTOBEPEHUMA, N10TOTMN NpoMssoauTens, bapm-kog,
WTPUXOBOM KOg, ABYMEpPHbIN WTPMXOBOW KOZ € NOAHOM
MAW  YacTUHHOI  pacwuidposkoii UHGopmaumu,
CoAepalleiica 8 AByMepHOM WTPUXOBOM Kofie unm Ges
Hero, «CmoTpu  wHCTPYKUMIO  no MeAWUMHCKOMY
NpUMEHEHUIO (AUCTOK-BKNAgbIW)», «He NPUMEHATL No
MCTEYEHUU CPOKA rofHOCTUY, «XpaHuThL B HegocTynHom
ANA peTeit mecten, MPOTUBOAIBEHHOE CpeacTeo»,
HAononHUTeNsHO Ha  KapTOHHO ynakoske (nauxe)
AyBavpyetca Toprosoe HalMeHoBaHWe W A03UPOoBKa C
vcnonb3osaHuem wpudra bpaiing.

(6auncrepe) YKasaHo: Toprosoe
HauMeHoBaHMe NeKapCTBEHHOTO
npenaparta (cosnapaer c
MEXAYHAaPOAHLIM  HeNaTeHTOBAHHbIM
HavMeHoBaHWem), NeKapcTBeHHan
$bopma, [03MPOBKA, HaUMEHOBaHMe
Aeprarenn PErUCTPaUMOHHOrO
YAOCTOBEPEHMA WM HauMeHOBaHWe
npoussoaurens NeKapcTBEHHOro
npenapara, Homep cepuu
(BKAKOYaIOWMIA MECAY W rog

NPOY3BOACTBA), AaTa MCTEYEHWUA CPOKa
rOAHOCTH (Mecau 1 rog).

Ha kapToHHoli  ynakoske (nauke)
YKa3aHo: TOprosoe HaumeHOoBaHWe
NEKapCTBEHHOID npenapara
(coenapaer [ MeMayHapoaHBLIM

HENaTeHTOBaHHbLIM HHHMEHDBHHHEM),

HaumeHoBaHUe hepwatens
PerucTPaunoHHoro yAoCTOBEPEHMA
(cosnagaer c HauMeHoBaHHeM
npousBoAMTENA), agpec Aepwarens
PerucTpaumMoHHoro YAOCTOBEPEHUA
(coBnapaer c agpecom
npoussoautens) (ctpaHa, obnacts,

TOPOA), 3NEKTPOHHBLIA aapec W caiiT
npoussoguTens, NeKapcTBeHHaA
dopma,  fo3uposka, KO/MYyecTso
TabneTok 8 ynakoske, vHpOpMaLus o
COCTaBe NeKapCTBEHHOrO npenapata
(HaumeHoBaHMe AeicTeyiowero
BELLECTBa M ero KONIMYECTBO, NepeyeHb
BCMOMOTaTebHLIX  BEWeCTs), Homep
cepumn  (BRAOYaOWMI Mecay w rog,
MPOU3BO/CTBA), AaTa UCTEUEHUA CPOKa
ropHoCTM (ropeH Ao: Mmecay u rop),
YCNOBUA XpaHeHus, cnocob
NPUMEHEHMA: «[InA npuema BHYTPLY,
ycnosua oTnyckKa, Homep
PErMCTPAaLMOHHOrO  yfocTOBEpEHuUs,
/I0TOTMN  NpoU3BOAMTENA, dapm-Kog,
WTPUXOBOW Kon, ABYMEPHBIN
WTPUXOBOW KO, € 4aCTMYHOI
pacwudposKom MHPOpMaumK,
cogepraweinca ] ABYMEpHOM
WTPUXOBOM Kofe, «CmoTpu
MHCTRYKUMIO N0 meauumHcKomy
NPUMEHEHMIO (AMCTOK-BKNAALIW)», «He
MPUMEHATL N0 WUCTeYeHMM cpoka
FOAHOCTMY, «XPaHUTL B HEAOCTYNHOM
Ana peteit mecre», NpoTUBOA3BEHHOE

CpeacTeoy,
HononHurensHo Ha KapTOHHOW
ynakoske (nayke) npogy6aupoBaHo

| Cpok rogHocTn

XpaHeHue

B 3awmuwenHom ot ceeta mecre NP Temnepartype He Boiwe 2

3akmoveHue:

CooTBETCTBYET/ He cooTeeTCTBYeT TpeboBaHuam NC-001456-291119, U3m.Ne1

T T T{mEsbxogumoe NOAYEPKHYTL)

Nhanunana: imewarsan ma amee. ..

HavanbHuk OKK




«CBefieHnA o BBOJe B rpaxaaHckuin odopoT B Poccuiickon @

PEAEPAABHAL CAYKEA 110 HAAZOMY €ACPaLMI NIeKapCTBeHHIX
PeALTAADHAR (AN a0 A A ’
anihel et Sl CPeACTB No cocToAHMIO Ha 01.08.2022 18:21»
B OOEFE ZAPABOOXPAME
Jlara Bnecenns B IpoussoauTens Opranmanus, Homep Homep, nara
" CeeleHHS 0 cTaIHsIX Hopmarusnas BBINYCTHBINASA B
AHC Toproeoe nanMenoranue (BBINyCKaIOMHi Crpana CepHH, paspemenss
NPOH3BOJICTBA JIOKYMEHTAHA IPaXIAHCKHIA
Pocanpasnamsopa KOHTPOJIB) NapTHH na HIII
obopor
®Pamoruumy; TabneTky,
i:g(’;gz’;ﬁ;ﬁ‘g':’:;‘g’:m f’)f’::;:';::m OGmectso ¢ orpanuuenroft | JIC-001456-291119:
15.02.2022 P Poccus OTBETCTBEHHOCTHIO "O30H" Him. Ne] k 000 "Oson" 090122 -
YNAKOBKH SYEHKOBHIE OTBETCTBEHHOCTHIO

KOHTYpHHIE (2), Mauku
KapToHHBIE/ ~

"Oson” (000 "O30u")

(000 "O30n"), Poccus

JIC-001456-291119




