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HammeHoBaHnue npenapara no HA
Homep cepum 100121

Aara npouseoacrea 17.01.2021 lopen go 02 24

AHanu3bl/WcNbITaHWA NpoBeAeHbl B cooTBeTCTBMM ¢ HL
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Crp.1m33

Apbuaon® Tabnetkun, NOKpbITbIe NAEHOYHOM 060/104K0I4 50 Mr

Konunuyecrso npoayKuum B cepum (T.ynak) 68,343

HA NCP-003900/07-030417, uam.No1, uam.Ne2, nam No2,
m3m.Ne3, uam.Ned, uam.Ne5

TabneTkn, NOKpbITbIE NNeHOYHOW 060N0YKON, OT
6enoro Ao 6encro ¢ KpeMoBaTbIM OTTEHKOM LBETa,
Kpyrnble, ABOAKOBbINYKAbIE. Ha u3nome ot 6enoro
Ao Benoro c 3eNeHOBaTO-KENTOBATLIM WK
KPEMOBbIM OTTEHKOM LiBETa.

MNo BHelHeMmy BUAY AONKHbI COOTBETCTBOBATL
Tpebosaruam d Xlll, 0¢C.1.4.1.0015.15
«Tabnetkn»

Aara HaumeHoBaHue Tpe6osanuna HA, PesynbraTbl aHanu3os/McnbITaHKi
aHanusa nokasareneu
02.02.2021 OnucaHwe BusyanbHbiin CooTeeTcTayer

TabneTkn, NOKPbITbIE NNEHOYHOR
o6ono4koit, 6enoro ¢ KpemosaTbim
OTTEHKOM LBETa,

Kpyrable, ABOAKOBbINYKAbIE. Ha u3nome
6enoro ¢ KPeMOBbIM OTTEHKOM LiBeTa.

02.02.2021 MNoanuHHOCTL Y®-cnektpodoTtomeTpus

YneTpaduonetosbie CNeKTpbl NOTNOWEHWA
MCNbITyEMOro pacTeopa u pacteopa CO apbupona,
NPUroTOBAEHHBIX ANA KONUYECTBEHHOMO
onpeaeneHus, B obnactu ot 230 Ao 350 Hm
AONKHBI MMETH MAKCUMYMbI NPU OAHKX U TeX e
ANWHAX BOMH.

TCX

OcHoOBHOE NATHO Ha XpoMaTorpamme
MCMbITyemoro pactsopa b AoNKHO Haxo0AWTLCA Ha
YPOBHE OCHOBHOTO NATHa Ha XpoMatorpamme
pacTsopa CO apbuaona.

CooTeeTcTayeT

YnsTpaduonertosbie CNEKTpsbl
NOINOWEHUA UCNBITYEMOrO PacTeopa
pacrtsopa CO ap6upona,
NPUroTOBAGHHbIX ANA KONUYECTBEHHOIO
onpepeneHun, B obnactu ot 230 ao 350
HM MMEIOT MaKCUMYMbI NPU OAHKX K Tex
e ANUHAX BONH.

CootseTtcTeyer

OcHOBHOE NATHO Ha XpomaTorpamme
McnbITyemoro pacteopa b HaxoguTca Ha
YPOBHE OCHOBHOTO NATHA Ha
xpomatorpamme pactsopa CO

onpegaeneHue ConepaHue ymudeHoBMpa ruapoxnopuaa 8

apbwnpona.
02.02.2021 CpeaHas macca o Xl 154,6 mr
TabneTok Ot 144,0 po 168,0 mr
02.02.2021 JonycTtumoe oTKNOHeHue e Xin -49%-6,1%
OT CpeAHEeR Macchbl +7,5%
02.02.2021 PacTeopenue e X 94,5 %
CneKkTpopoTOMETPUYECKUIA
Yepes 45 MUH B pacTBOP AOMKHO NEpPenTH
He meHee 70 % (Q) ymudeHoBMpa ruapoxnopuaa
31.01.2021 MNocTopoHHWE NpUMECH BIHX 0,05 %
Mpumeck A - He Bonee 0,5 %
BIMX 0,09 %
MNpumeck B - He Bonee 0,5 %
BIHX 0,07 %
EAMHWYHAA HeMAGHTUOULMPOBAHHAA NPUMECH — He
6onee 0,5 %
B3XX 0,31%
Cymma npumeceii — He Gonee 2,5 %
02.02.2021 0OAHOPOAHOCTL [® Xll, cnocob | 6,0 %
A03UPOBAHMA CnekTpohoTOMETPUHECKUIA
AV<15%
02.02.2021 KonuuecrseHHoe CnekTpodoTOMETPUYECKUIA 48,16 mr
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NacnopT Ne 040000217367

ApbBupon® Tabnetku, NOKPbLITLIE NNEHOYHON
obonoukoi 50 mr

Cepwua: 100121

oAHOW TabneTke aonwHo BbiTe 0T 46,25 ao 53,75
M, CYMTaA Ha CPEAHIO Maccy TabneTku

03.02.2021 Mukpobuonoruueckas ' Xlll, Kareropua 3A Mewee 10 KOE/r
uncToTa Obuiee yncno aspobHbIX MUKPOOPraHUIMOB — He
6onee 1073 KOE B 1r
o X, Kateropua 3A MeHee 10 KOE/r
O6Lee YUCNO APOHIKEBLIX U NNECHEBbIX rpUbBoB -
He Gonee 1072 KOEB 11
e Xill, Kateropua 3A OtcyTcTByeT
Otcytcreme Escherichiacolis 1 r
02.02.2021 Ynakoska B cooteercTauum ¢ HA ICP-003900/07-030417, CootsetcrayeT
n3am.Ne2
Mo 10 TabneToK B KOHTYPHYIO A4EHKOBYIO YNaKOBKY Mo 10 TabNeToK B KOHTYPHYIO AYEHKOBYIO
13 NNEHKKU NOAMBUHUAXNOPUAHON U HONLIN YNAKOBKY M3 NAEHKM
aNlOMWHWUEBOM NEYaTHOM NaKWPOBAHHOMN. NOAMBUHUAXNOPUAHOW N GONLIN
2 KOHTYpHble AYeAKOBbIe YNaKOBKW BMeCTe ¢ antOMWHWEBOW NeYaTHoM
MHCTPYKUMER NO NPUMEHEHUIO NOMELLAIOT B NaYKy NaKWPOBaHHOW.
13 KapToHa. 2 KOHTYpHbie A4YEAKOBbIe YNaKOBKK
BMECTE C MHCTPYKUWEH No NpUMEHEHWIo
NOMEL2IOT B NAYKy M3 KapToHa. 120
nayex B 0AHOM Kopobe.
02.02.2021 Mapkuposka B cooTsetcTeum ¢ HA ICP-003900/07-030417, CoortsetcTayeT

m3am.Ne2, uam.Ne2, uam.Ne3, nam.Neq

NeperyHan ynakoska.

Ha KOHTYPHOM A4EKOBOH YNaKOBKe YKa3blBaloT
ToBapHbIi 3Hak AO "OTucudapm", HaumeHosaHue
npeanpuATUA-NPOU3BOAUTENA, TOProBOe
HauMeHOBaHWe Npenapara c npeaynpeauTeNbHoM
MapKUpOBKOW ®, KoNMYecTBO TabneTok B ynakoeke,
NeKkapcTBeHHYI0 Gopmy, AO3UPOBKY, HOMEp CepuM,
CPOK FrOAHOCTH.

BTopu4HanA ynakoska.

Ha nauke yKa3biBaloT TOBapHbIi 3Hak AD
"OTtucudapm”, «MpousseneHo no 3akasy AO
"Otncudapm”», cat AO "OTucndapm”,
«MpoussoauTens:», HaMMeHoBaHWe
npeanpUATMA-NPOU3BOANTENA, B0 aapec,
Ten./daKc, caidT, Toprosoe HaUMeHOBaHue
npenapara ¢ NpeAynpeauTeNbHO! MapKUPOBKOH
® MeMAyHapoAHOE HenaTeHTOBaHHOE
HaUMeHOBaHWe, A03UPOBKY, NeKAPCTBEHHYIO
dopmy, KonuyecTso TabneTok B ynakoske, cnocob
npumeHeHua «Ina NpUema BHYTPb.», «XpaHuTb B
HeaocTyNnHOM AnA aeTei mecte.», «Mpenapart
XPaHUTb B OPUTMHANBHOM ynakoBke.», « 1A [OETEA
C 3-X NET», yCNOBUA XpaHEHWUA, YCAOBWA OTNYCKA,
WHOOPMaLLMA O NOKA3aHUAX K NPUMEHEHMIO W
pa3oBbix go3ax: «[poduNaKTUKa n NeveHune y
B3poCAbIx M AeTeid: rpunn A v B, apyrie OPBH.
BHyTpb B pa30Boit Ao3e AeTAam 3-6 net — 50 mr (1
TabneTka), getam 6-12 ner =100 mr (2 TabneTkm),
Aetam craplwe 12 net v Bapocnbim — 200 mr (4
TabneTkn).», «Tpunn n OPBA

Neyenne Npodunaktuka

4 pa3a B CyTKM NpM KOHTaKTe ¢
6onbHbIM:

5 cyTok 1 pa3 B geHb 10-14
AHer

B ce3oH anuagemum: 2 pa3a B Hegeno

3 Hepenu

MNepBu4Han ynakoska.

Ha KOHTYpHOIA A4eNKOBOW ynakoske
yKa3aHbl TOBapHbIi 3Hak AQ
"Otucudapm”, HaumeHoBaHHe
NpeAnpUATUA-NPON3BOAUTENA, TOProBoe
HaumeHoBaHWe npenapara c
npeAynpeauTensHON MapKUpoBKOW ®,
Konuuecteo TabneTok B ynakoBske,
neKapcTeeHHan Gpopma, 403MPOBKa,
HOMEP CEpUM, CPOK FOAHOCTH.
BTopnuyHaA ynakoska.

Ha na4Kke yKa3saHb! TOBapHbIi 3Hak AO
"Otnucudapm", «MpounssepeHo no 3akasy
AO "Otucudapm'», caitt AO
"OTucudapm”, «Npoussogutens:»,
HauMeHoBaHue
NpeanpUATUA-NPOU3BOAUTENA, ET0
appec, Ten./oakc, caiT, Toprosoe
HauMeHOBaHWe npenaparta ¢
npeaynpeauTENLHOR MapKUpOBKOiA ®,
MeXAyHapoAHOEe HeNnaTeHToBaHHoe
HauMeHOBaHWe, AO3UPOBKa,
NeKapcTBeHHaA GOpPMa, KONWYECTBO
TabneTok B ynakoske, cnocob
npumeHeHus «nAa npuema BHYTPb.»,
«XpaHWUTb B HEAOCTYNHOM ANA AeTel
mecTe.», «[lpenapat XpaHUTbL B
OpUrMHanLHol ynakoske.», « 1A NETEN
C 3-X IET», ycNOBMA XpaHeHWA, YCNOBMA
OTNYCKa, MHOPMALMA O NOKA3aHUAX K
NPUMEHEHMIO M Pa30BbIX A03aX:
«MNpodunakTiKa U NeYeHne y B3poCabix
u geteir: rpunn A u B, apyrve OPBU.
BHyTpb B pa3oBoit po3e peTam 3-6 net -
50 mr (1 TabneTka), aetam 6-12 net —-100
mr (2 TabneTku), peTAm cTaplwe 12 net u
B3pocnbiM — 200 mr (4 TabneTku).»,

Cnocob npumeHeHUn 1 AO3bl Npenapara no «lpunn n OPBH

APYrMM NOKa3aHWAM YKa3aHbl B MHCTPYKLWK NO JNeyexune

npumeHeHnio.», «NEYEHUE U NPOPUNAKTUKA Npodunaktuka

FPUNNA W OPBW», perucTpalMoHHbli Homep, 4 pasa B CyTKW npu
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Macnopt Ne 040000217367

Apbuaon® Tabnetkun, NOKPLITHIE NNEHOYHON
060n04KOH 50 mr

Cepwua: 100121

bapmakoTepanesTUYECKYIo rpynny, HOMep cepum,
CPOK rOQHOCTH, WTPHX-KoA, dapmakoa,
LoNONHWTENBHO MOTYT HAaHOCUTBLCA CPEACTBA
MAEHTUOUKALUM ANA CUCTEMBI MOHUTOPUHTA
ABUMEHUA NeKapCTBEHHbIX NPenapaTos Ana
MEAULIMHCKOro NPUMEHEHHA.

KOHTaKTe ¢ 60nbHbIM:

5 cyTok 1 pa3 B geHb
10-14 pHe#
B ce30H anuaemmm: 2 pasa

B Hegento 3 Hegenu

Cnocob npuMeHeHWA U A03bl Npenapara
No APYrMM NOKa3aHUAM yKa3aHbl B
MHCTPYKLMK NO NPUMEHEHKIO. »,
«NEYEHUE N NPODUNAKTUKA TPUNNA K
OPBW», perncTpauMoHHblii Homep,
dapmaKkoTepanesTU4eCcKas rpynna,
HOMEP CEPHM, CPOK FOAHOCTH,
WTpUX-KoA, papmakop,

[ononHWTeNbHO HaHeceHbl CpeacTea
WAEHTUOUKALMK ANA CUCTEMBI
MOHWUTOPUHTA ABUIKEHWA NEKAPCTBEHHBIX
npenapaTtoB ANA MEAULMHCKOTO

NPUMEHEHHA.
02.02.2021 XpaHeHune MNpu Temnepatype He sbiwe 25 °C CooteeTtcTayeT
02.02.2021 Cpok roaHocTh 3 ropa lfogen o 01.02.2024

3aknioyenme OKK: NlekapcTeeHHbIA npenapat Apbuaon® TabneTku, NOKpbITbie NAEHOYHOI o6onouKkoit 50 mr cepua 100121
cootsercrayer HA ICP-003900/07-030417, uam.Ne1, uam.Ne2, nam Ne2, usm.Ne3, uam.Ne4, uam.Ne5

MNepBbiii 3am. HauaNbHUKa
oTaena:

MoANVHHUK 3NEKTPOHHOrO AOKYMEHTa,
NOAMNUCaHHOTO 3NEKTPOHHOM NOANMCHIO, XPAHWUTCA B

cucteme IMMC dapmcraHaapt

CBEAEHWA O CEPTUOUKATE 3N
CepTudmrar: 00D7B542671E000BBBEA11EACFB71F0143

Komy BbinaH: Gaibakos Oner Cepreesny

Lﬂeﬁnawrenen: ¢ 27.07.2020 no 27.07.2021

_J

[ata Bbiaaym 3akniodeHna o kavectse 03.02.2021
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HAS CAMNREA 1O HAA20PY

PABOCXPAHEHMA

«CBeeHNA 0 BBOAE B rPaXaaHCKuin 06opoT B Poccuitckon denepaymn nekapcTBEHHbIX
! CpeacTB Mo cocToAHU Ha 01.03.2021 12:57»

Ilara BHeceHHs B Homep Homep, nara
Toprosoe Iponssogurens CeefieHHs 0 cTaguax Hopmarusaas Opraausanus, BbINYCTHBIAS
ARG HAHMEHOBAHHE (BLITYCKAIOIIHIA KOHTPOIB) pens NPOH3BOACTBA OKYMCHTALMS B rpa HCKMil ofopor ceprus, prapemeng
Pocsmpasnajusopa o Y o I P Y ARy _.. i P NapTHH na HIIII
Apbupon®; JICP-003900/07-030417;,
TabneTKH, Ham. Nel
HOKPHITHIE i ! JICP-003900/07-030417:
OTKpBITOE aKUHOHEPHOE
[UICHOYHOM OTKphITOE aKIHOHEpHOE ooy s Ham. Ne2 x
obonouxoi 50 obmecTBo _GMH McTangapt-Jlekcpegcrsa” JICP-003900/07-030417; 0AD
03.02.2021 mr 10 wr., "®apmcrangapr-Jlekcpencraa” Poccus © >umu SRR Ped Ham. Ne3 k T e 100121 ,
YIaKoBKH (0AO “apwcrasapr-Tlexcpencrsa”), | JICP-003900/07-030417; UMETRIAD Pel
SAYEHKOBbIE "®apmcrannapt-JlekcpeacTsa”) ?nwxm WD Pen 4 Ham. Ned
KOHTYpHBIE (2), : JICP-003900/07-030417;
NAYKH Ham. Ne5 k
KapToHHble/ ~ JICP-003900/07-030417
P N003610/01-191017;
Ham. Nel k P
ApSanon®; N003610/01-191017:
Kancyns 100 mr OTKpbITOE aKUHOHEPHOE Hue N2 & P
¥ . OTKpHTOE aKIHOHepHOE ThP THQHER NO03610/01-191017;
10 wir., obuecTso
MAaKOBKH ohmecrng "®apmcrannapr-Jlekcpeactea” Mo e e B 0AO
19.01.2021 D "®apmctanapr-Jlekcpenctsa’ | Pocems PMCTAHIIRD ot NO03610/01-191017; : . | 100121 | -
SUeHKOBBIC ) (OAO ®apmcTannapT-JlekcpeacTsa
KO Hble (4) (0AQ "®apmcTanpapt-Jlekcpeacrsa”) Hone, Y3 x P
HTYP " | "®apmeranapr-Jlekcpeactsa”) P rcTnep PEACTEA): | NO03610/01-191017;
Nayuku Poccns
roramel Ham. Ned x P
FApTOR N003610/01-191017;
Ham. Ne6 k P
N003610/01-191017
14.01.2021 Apbunon® OTKpHTOE aKUHOHEpHOE Poccns OTKphITOE aKUHOHEpHOE JH1-002690-141117; 0AOQO 100121 -
Maxcumym; obmecTBo obmecTro Ham. Nel "®apmerangapr-JlexcpencTea”
Kancyis 200 mr | "®apmctanpapr-Jlekcpencrsa” "®apmcrangapT-Jlekcpencrsa” JIT-002690-141117,
10 wr., (OAO (OAO Ham. Ne2 k




YNaKkOBKH
SUCHKOBbIS
KOHTYpHHE (1),
MaukH
KapTOHHble/ ~

"®apmcrangapr-Jlekcpeactea”)

"®apmcranpapt-Jlekcpeactsa”),
Pocens

JIT1-002690-141117;
Ham. Ne3 k
JITT-002690-141117;
Ham. Ned x
JII-002690-141117;
Hsm. Ne5 x
JITT-002690-141117;
Ham. Neb k
JIT-002690-141117




