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TIpenapar: IUKJIO®EPOH® TabneTxs, NOKpLITHIE KHIIeYHOpAcTBOpHMOl 0Gosoukoii 150 mr

Cepus: 411021
@dopma BHIITYCKa: (xoHTypHas sueiikoBas ynakoska) 10 x 1 (nauka KapTOHHAas)
Komunuecrso: 114371 yn.

Jlara uarotoBnenus: okraGpy 2021 .

JanHbie aHAJIM32
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Ioka3aTeib TpeGopannst HII P N001049/02-081018, H3m. Nel JlaHHBIC aHAJIH3A
1 2 3
1. Ormcanue KpyTnsie IBOSKOBBITYKITbIE TAGNETKH KENTOTO UBETA, Kpyrase
TOKPHITHIE KHIIEYHOPACTBOPHMOH ofonoukoit. Ha nonepeuHoM ABOAKOBBITYKILIE
paspese AP0 XENTOTO UBETA TaGneTKH KENTOrO LBETA,
(Brsyanshsit, [® PO¥) TN
KMINEYHOPACTBOPUMOH
. o6onoukoit. Ha
nomepeyHoOM paspese

Apo *KETTOro LBCTa

2. TToTMHHOCTE:

- aKPHAOHYKCYCHAS KHCI0Ta CrieKTphl NOTIOMIEHASA HCTIBITYEMOTO PacTBOpa M pacTsopa COOTBETCTBYIOT
cpapuenns (b) B o6nacty ot 340 no 450 HM DODKHB HMETh
MAKCHMYMbi B MHHUMYMBI NIDH OJIHHX H TEX X€ JVIHHAX BOIH
(CnextpooTomeTpus)
Bpems yepKHBaHHA OCHOBHOIO MK HA XPOMATOTPaMMe COOTBETCTBYET
KCIILITYEMOrO PacTBOpa, IPHIOTOBNEHHOTO A7if
KOJIMYECTBEHHOTO ONpeeNeH s, IOKHO COOTBETCTBOBATE
BpEMEHH YAEPKHBAHHA OCHOBHOTO ITHKA HA XpOMATOrpaMme
pactsopa cpasrenns (b) (BOXKX)
- METJIIOMHH [IaTHO PO30BaTO-OPAHXEBOr0 IBETA METMIOMAHA Ha COOTBETCTBYET
(N-METHATIHOKAMHH) XPOMATOTPaMMe HCTTLITYEMOTO PacTBOPa N0 NONOKEHHUIO,
OKpacke W BEJTHYHHE JOJDKHO COOTBETCTBOBATH MATHY
MErIOMHMHA Ha XpOMATOrpaMme pacTBopa CpaBHEeHHA (TCX)
3. PacteopeHne 1-a cranus — He Gonee 10 % aKpHIOHYKCYCHOR KHCIIOTHI 0
3a 60 MuA
2-% cTagua — He McHee 70 % (Q) akpANOHYKCYCHOH KHCNOTh 97-100
3a 45 MuH
(I'® P®*, Cnextpodoromerpus B YO 1 Buanmoi ofnacTax)
4, PoacTeHHbIE IPUMECH EnHMuHAN HeHIEHTHOULMPOBaHHAA MpHMeECh — He boniee Mesnee 0,10
0,20 % (BDXX)
Cymma npumeceii — He Gonee 0,50 % (BOXX) Menee 0,10
5. MukpoOHnonoriu4eckas Kareropus 3A (I'® PO¥) CooTBeTCTBYET
JHCTOTA
6. OnHOPOMHOCTL NO3UPOBAHHA JTIoJuKeH COOTBETCTBOBATH TpeGosaruam (I'® PO*) CooTBeTcTBYET
AV=23
7. KonuaecTeeHHOE
onpene/eHne:
- aKpHIOHYKCYCHas KHCII0Ta Ot 142,5 mr po 157,5 mr CisHuNO3 1459
(axpHAOHYKCYCHOM KHCIIOTHI) B TabNeTKe (BOXX)
- METTIOMHH 1448

(N-MeTHArI0KaMHH)

Or 131,4 mr 10 160,6 Mr C7Hi17NOs
{MermoMHuHa) B TabneTke (THTpAMETpHSA)

8. YnaxoBka

Mo 10 wnm 20 TabneToK B KOHTYPHYIO SUEHKOBYIO YNaKOBKY M3
TUIEHKH NOJMBUHAIXIOPAIHOH ¥ BONErH AMOMUHHEBOH JUIA
YIaKOBKH.

1 KOHTYPHYIO S4eHKOBYIO YNakoBKy 1o 20 Tabnerok, 1 HnH 5
KOHTYPHBIX e HKOBBIX YNakoBoK o 10 TabneToK BMECTe ©
HIICTPYKLHCH 110 MCAHLIHCKOMY TPHMCHCHIIO MOMCINAKIT B
[avKy M3 KapTOHa.

JIns KORTPO/A NEPBOrO BCKPEITHS GOKOBBIE KiianaHsl TMaukH
MOTYT GLITL saKAeeIILl oTHIeTIAMIL TTarTiar MoryT OLITL
CTpYNIIMpOBaHsl B GaHaeponu TEpMOYCanouHOH MnéHKoH.
Tauky wiy GaRIepoNA NOMEMAlOT B FPYNNOBYIO Tapy.

Tlo 10 Ta6nerok B KOHTYpHOH
A4EAKOBOR  ynakoBke M3
MNEHKH
NONHBHHWIXNIOPHIHOA ]
donern AMOMHHHCBOH s
ynamnm.

1  koHTypHas svefkoBas
ynakoska no 10 TabaeTox
BMECTE C HHCIpYKUMEH no
METHITHHCKOMY NPAMPHEHWIN
noMemeHa B Nauky M3
KapTOHa.

TpeGosauns HJl cobmonenst.
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9. Mapknposka

1) ITepBugnas ynakoska
Ha  kouTypHo#lt  sueiikoBoit

YTAKOBKE  YKashIBAKOT:

HaUMEHOBaHHE NPOM3BOAUTENS, ero TOBapHbINA 3HaK, TOprosoe
HaHMEHOBaHHe NpenapaTy ¢ NpeaynpeIHTeaLHOH MapKHPOBKO#H
®, nexapcTBeHHyI0 dopmy, nosmposxy, HOMEp CepHH, CpOK

TOIIHOCTH.
2) BropuuHas ynakoska
Ha nauxe ykasmBawor:

TOBapHsIA 3HaK, anpec,

npenapara ¢

NpeIynpeanTeNbHOi

HaUMECHOBAHHE NPOH3BOIMTENS, €ro
TeN/aKc, TOProBoe HamMeHoBaHWe
Mapkuposkolt =~ ®,

TPYMITHPOBOYHOE HAWMEHOBAHWEe TNpenapara, NIEKapCTBEHHYIO
(bopMy, 103MpOBKY, cocTaB Ha OfHy TabneTky ¢ ykasaHuem
HAUMCHOBAHHA H KoauvecTsa nelicTBylomero BelEeCTBa,
NepedeHt BCIOMOTATENbHEIX BEIUECTB, KOMHUECTBO Tab/eToK B
YTaxKoBke, «XpaHUTE B HeI0CTYITHOM VIS nereif MmecTey, «Ina
BIPOCHIEIX W geTed C 4| 7eT», yCHOBHA XpaHeHus, HOMEp
PETMCTPAUMOHHOTO  YNOCTOBEPEHMA, HOMEP  CepHH, Cpok
TOAHOCTH, YC/IOBHA OTNYCKa, CNOCOG NpHMEHeH s, WTPHXOBOH
k04 EAN-13, 1onoHHTeNE Hble HANTHCH: «JU1A B3POCJIBIX U
JETEH 4+», «JIEYEHHE Y MMPOOUIAKTHKA T'PUTINA U
OPBM», papmakon (pharmacode).

Ha nauxe, cogepxamei 1

KOHTYPHYIO A4EeHKOBYIO YNAKOBKY No

20 TaGneTok WIM 5 KOHTYPHBIX HuelKOBEIX ynakosok no 10
TaneTok, JOMONAMTENBHO HaHeceHa rpaduueckas  cxema
«[IPUEM TIPETTAPATA I1PH JIEYEHUH I'PHUIITTA/OPBH»,
Honyckaetcs Hanecenne cpencTs HICHTRQHKALHH VIS CHCTEMEBL
MOHHTOPHHIE JBHIKCHH JIe KADCTBEHHBIX [IPENapaTos.

1) Neperunan ynakoska
Ha rxonTypHOR suetixoBoi

YNaKoBKe yKa3aHu!:
Ha8WMCHOBaHHE
NPOH3BOHTENS, ero

TOBApHBIH 3HAK, TOProBOC
HAHMEHOBAHWE npenapara ¢
NpEayNpeaHTenbHOH
MapKHpOBKO# ®,
NIEKAPCTBCHHAR Popma,
JIO3APOBKA, HOMCP CCDHH,
CpPOK TOHOCTH.

2) Biopnunan ynaxoska

Ha nauxe yxazanu:
HaNMEHOBaHHE
NPOH3BOIMTENA, €10
TOBApHLIH 3HaK, agpec,
Ten./hake, TOproeoe
HaHMCHOBAHWE NPENapaTa ¢
npeaynpeaHrenbHoR
MapKupOBKO#A ®,
IPYNNHPOBOYHOE
HaHMEHOBAHHE NpENapaTa,
nexapcTBeHHAd (opua,
IO3HPOBKA, COCTAB Ha OJHY
TalbneTKy ¢ ykasannem
HAHMCHOBAHHA H KOJHYECTBA
ReACTBYIOLIETO BeMIECTBa,
TIEPEYEHD BCITOMOraTENbHBIX
BEUIECTB, KOAHYECTRBO
Ta67eTOK B yIIaKosxe,
«XpaHHTb B HEAOCTYIHOM
Ana aereit mecten, «[lna
B3POC/BIX M ACTeH € 4 neTy,
YCTOBHA XPAHCHHA, HOMEP
PETHCTPALHOHHOTO
YAOCTOBEPEHNASA, HOMED
CEPHH, CPOK NONHOCTH,
YCIIOBHA OTIYCKA, cnocob
MPHMCHCHHA, I0TPHXOBOR
ko EAN-13,
JONONHHTE/TbHBIE HATITHCH:
«[JJ1A1 B3POCJIBIX H
JIETEH 4+», «JIEYEHHE U
TTPODHITAKTHKA
T'PHIITIA H OPBH»,
tapmaxos (pharmacode),
Hanecenn cpencrsa
HACHTHOUKALMH 118
CHCTEMB MOHHTOPHHIA
JBHXKEHHA NCKAPCTBEHHBIX
TIpEnaparos.

NpeNOoCTOPOXHOCTH

10. Ycnosna xpawenus u mepsbi

B samuménnom ot ceeta MecTe npu TEMIIEPAType He Bblille

2300

B saummignnom ot ceera
MECTE MPH TeMINEpaType
He Boile 25 °C

11. Cpoxk romsocT

2 roga

2 ropa

* - feicTByromee u3nanue IocyapeTBeHHOM Papmakonex Poccriickoii Denepaunn
3aximodeHne; cooTBeTcTBYeT TpeboBanmam HJI P N001049/02-081018, Ham. Ne 1

Hara Beina4n nacnopra: 26.10.2021

3aBeayroumit KAuJl

ﬁaqanwnx OKK

HupekTop no kayectry

CarT-NeTeptynr
ayHit J0-TEXHONOMMUEeCKas
CapMALEBTWHECKER VDM

(ONMUCAHN

[ns HUKYyMEMTS

I

HHC-KO-2000-0160 «Komrpons NPOH3BEACHHOA NpoayKuHm», Bepens 10. [lata seeaenns: 10.03.2021

Cpok roaxoctu go: 10 2023

A. C. Bnacosa
_A. H. ®€nopoea

C. H. Ckopux




000 “Hay4HO-TEXHOJOTHYECKAA dapmauesTHYECKAs PHpMA “TIOJIMCAH”

Pa3spelnenne Ha Peald3aluio Ne

HaumeHoBaHHE

(Dopma BBITYCKA

MHH

PY Mo

HopmarisHas JOKYMEHTAIHUA

Howmep cepy

Pasmep cephH
KoauyecTBo HoCne KOHTPOJIA
Ne AHATHTHYECKOTO acnopra

Tonmen no

TIpeanpuATHE-TPOH3BOIHTEND

TIpeanpHATHE-yNaKOBLIIK

00000858 ot 27.10.2021

IMKJIOPEPOH® 126.1€TKH, NOKPLITHIC KHOICYHOPACTBOPHMOF
oGonoukoii 150 mr Ne 10 Poccniickast denepanus

KOHTYpHas sueiikopas YIAROBRA 10 x 1 (mauKa KapToHHas)

MeramoMeAa aKpRIOHATETAT
P N001049/02
P N001049/02-081018 usm.Nel

411021

114371 ynx

114 210 yox
1012
1023

000 «Hay'wHo-TeXHOJOrHIECKAs dapmanesTHUecKast GUpMA
«TOJTHCAH», 192102, Poccuiickas denepanug, r. CankTt-Tlerepbypr,
yi. Canosa, A. 72, k. 2, AAT. A

000 «Hay4no-TexHo/Joraveckasn dapmaueBTHIeckad pupma
«1OJINCAH», 192102, Poccniickas ®enepanns, T. Canxr-IeTepbypr,
yn. Canosa, . 72, K. 2, JIUT. A

AHAIH3 NPOU3BOACTBCHHOM HOKYMCHTAILHN

Jloche Ha cepHI0 NPOBEPeHO Jda
Tlocke Ha cepHio ofo6peHo Nla
KpuTHyecKHe 0TKIOHEHHS OTCYTCTBYIOT Ha

Cepng npou3BeeHa H NPOKOHTPOIA poBana B COOTBETCTBHH C JHIeH3WeH Ha MPpOoH3BOACTBO
JeKAPCTBEHHBIX CPEACTB, TPeGOBAHAAMH PeracTpanAoHHOrO 10Cke, TpeboBaHHAMEA OPraHH3alNK
OPON3BOICTBA H KOHTPOJIR KavecTha JeKAPCTBEHHBIX CPERCTB (NpaBui GMP), a TaKke HHbLIMH
TpeGoBaHAAMH JeHCTBYIOHIETO 3aKOHOJATENLCTRA.

IIponyKIHS paspeiesa K peaniaunn Oa

Y T0JIHOMOUEHHOE U0

JlupexTop 1o Ka9eCTBy

Cxopux C.H.

(I0DKHOCTB)

(noATHCE) (pacurndpoBka TOANHCH)

[oa)enne o AHIIE, OTBETCTBEHHOM 3a BHITYCK CEPHH (YIonHOMOUEHHOM JIHIle No xauectsy), nata yt8. 11.01.2021







