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Jaunble ananuza
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Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info®@polysan.ru

NOKPEIThIE KHIIEYHOPACTBOpHMOH 00o0akol 150 mr

P N001049/02

IMokazaTenn TpeGoranns HJI P N001049/02-081018, H3m. Ne 1 JlaHHbIe anaan3a
1. Omucanue Kpyriihe 1poaKoBHNyKIBE TAGACTKH XETTOMO LIBETA, NIOKPHITHIE Kpyrmue asoskossmyxmue
KHIICYHOpPAacTBOPHMOR 060m04K0H. Ha nonepednoM paspese 11po xEmToro Ta6neTkt xemroro iseTa,
uscTa nOXDeITEE: -
KHIIEYHOPAC TBOPHM
(Busyampuuift, F'd Pd*) othmomcl: Hkis i
\ Paspede AApo KENTOrO UBETR
2. IomHHHOCTS: ’
- ChexTps NOTNOMEHHA HCMBITYEMOTO PACTBOPA 1 apHeHus (b) B
OHYKCYCHas KHCIIOTa KIp TY! p Pa u pacTsopa cp eTCTBYIOT
SRRk obmactu ot 340 10 450 HM JODKHN HMETH MaKCHMYMBbI H MHHHMYMBbI IIPH Coors
OIIHHX H TEX e AHHAX BOJH (CnextpodoToMeTpHs)
Bpema ynepxuBanns 0CHOBHOTO MUK Ha XpOMAaTOTPaMMe HCIIBITYEMOIO
PACTBODA, MPHTOTOB/ICHHOIO IS KONHYECTBEHHOMO ONIPEAENCHHS, ZI0/DKHO Coomm’myer
COOTBETCTBOBATH BPEMEHH YAEP)KHBAHHA OCHOBHOIO ITHKA HA XpOMarorpaMme
pacTeopa cpasuerna (b) (BIXCX)
- MEDTIOMMH TaTHO po30BaTO-OpaKEROrD 1BETA METTIOMHHA Ha XpOMATOTpaMMme
(N_Mmmom) HCIILITYEMOTO PacTBOPa 110 NIONOXKEHNK), OKPAacke H BETHUHHE JI0/DKHO Cooteercrayer
COOTBETCTBOBATEL MATHY MErMOMHHa Ha xpoumrpauue pac‘mopa CpaBHECHHA
(TCX)
3. PacteOpedne 1-5 cranus — ve Gonee 10 % akpHIOHYKCYCHOH KHCIOTH! 38 60 MEH 0
2-s cranuA — He menee 70 % (Q) AKPUIOHYKCYCHOHM KHCIIOTHI 32 45 MHH 98-100
(I'® PO*, Cuexrpodotomerpus B VO u pumumoi obnacTsx)
4. PoncTeeHHbIE IpHMECH Ennmeranas HeHaeHTHOHUMPOBaHHAS npuMecs — He Goxnee 0,20 % 0,04
(B3XX)
Cymma npumeceii — e 6onee 0,50 % (BIKX) 0,04
5. MukpoGuonormaeckas Kareropus 3A
THCTOTA (I'd PO%) COOTBB'PCTBY&T
6. OHOPOTHOCTH NI03MpOBaHHA Tlomken cooTseTcTBOBATL TpeGoRaKHAM (TD PO¥) Coo;nmya
=4
7. KonavectBennoe
OIIpEAEIICHHE:
- aKpUIOHYKCYCHas KHCJIOTa Ot 142,5 mr 1o 157,5 mr CisH11NOs (axpuaonykeycHo# KHCJIOTEI) B 145,5
Tabiaerke (BOXX)
- MEITIOMMH Or 131,4 mr 210 160,6 Mr C7H17NOs (Mermomuna) » Tabetke 147,1
(N-MeTHArMOKaMHH) (THTpHMeETHS)
8. Ynakoska To 10 nnn 20 T261€TOK B KOHTYPHYIO AIEHKOBYIO YIIAKOBKY M3 To 10 Tabaetox B
TUIEHKH NOJIMBHHIIXIOPHIHON H (ONBIH AJIOMHHHEBOH 118 KOHTYpHOH A4eHKoBOH
YIIAKOBKH. YNAKOBKE H3 NIEHKH
1 KOHTYPHYIO A4elKOBYIO ynakoBKy mo 20 Tabnetok, 1 wm 5 gﬁﬂ“m'""mw‘zmm
KOHTYPHBIX S9eHKOBBIX YIAKOBOK 10 10 Tabnerok BMecTe ¢ s—
HHCTPYKUHEH [0 MENUIIHHCKOMY MPHMEHEHHUIO TIOMEMAIOT B ] Rosrevee ﬂl{c'nmm
Na1uKy H3 KapToHa. ynaxoeka no 10 Tabnetok
/lnst KOHTPONA MEPBOro BCKPHITHS GOKOBBIE KIANAHb! [AYKH BMECTe C HHCTpyKumeli o
MOTYT OHITb 3aK/IeeHEl STHKeTKaMH. [1auku MoTyT GRITH MEZMUHHCKOMY
c B 6 ol MOVCAIO0 ﬁ BHKOI TIPHMCHEHHIO NOMCIIEHA B
TPYNIUPOBaHL! B DaHAEPOIH TEPMOYCAIOYHOM 1T : RNV w2 xRS,
IMauku win GaHAepoIH NOMEmAIOT B TPYNIOBYIO Tapy. TpeGosanna HJI
cobmonensl.
9. Mapxuposka 1) IMepryunas ynakosxa 1) Meppimnas ynaxoska

Ha  xomrypHOM  swelikoBodi  ymakomke YKa3BIBaIOT:
HaHMEHOBaHHE MPOH3IBOAMTENS, EI0 TOBAPHEIH 3HAK, TOProBOE
HAHMEHOBAHHAE Mpelnapara ¢ npeXynpeIHTeNbHOH MapKHPOBKOi
®, nexapcreenHy0 GopMy, JO3HPOBKY, HOMEp CEpHH, CpoOK
FOHOCTH.

Ha xowrypuoH sueikoBoji

YIAaKOBKe yKa3aHsl:
HAHMEHOBAHHE
NPOM3BOIMTENA, ero

TOBApHEI 3HAK, TOProBoe
HANMCHOBAHHE npenapaTa c
npe Ty npe quTe Lol

MapKHPOBKOH ®,
NIEKapCTBEHHAsA (opma,
JO3HPOBKA, HOMEP CEPHH,
CPOK NOAHOCTH.

HHC-KO-2000-0160 «KorTtpons NpOM3BENCHHOA POy KumMm», Beperd 9. Jlata Beenenns: 05.11.2018



2) BropudHas ynakoBka

Ha nauke yKa3elBAlOT: HAHMEHOBAHHE NPOM3BOJMTENH, €ro
ToBapHEIl 3HaK, ampec, Tel./(aKc, TOProBoe HAMMEHOBAHHE
npemapata ¢ MpeAynpeJuTenkHOA MapkupoRkoil  ®,
IpyNNAPOBOYHOE HAUMEHOBAHHE NpEnapata, NeKapCTBEHHYIO
$opMy, IO3MPOBKY, COCTAB Ha OJHY TabneTKy C yKasaHHEM
HAHMEHOBaHHS M KOJNMUecTBa JeHCTBYIOIIEr0 BEINECTBa,
repedens BCMOMOTATeNbHbIX BEIIECTS, KOMHIECTRO TabneTok B
ynakoBke, «XpaHHTL B HEJOCTYMHOM A netelt Mecte», «Jins
B3POCIHBIX M JeTelf ¢ 4| neT», YCIOBHA XpaHCHHA, HOMEp
PETHCTPALMOHHOIO ~ YAOCTOBEPEHHSA, HOMEp CepHH, CpoK
TOIHOCTH, YC/OBHSA OTIycka, CIIOCOG MpHMeHEeHHA, IITPHXOBOH
xon EAN-13, nononuuTes Hbie Hammach: « 1 B3POCJILIX U
JIETEH 4+», «JIEHEHHE U ITPOOHUIIAKTHKA TPUIITIA U
OPBU», bapmaxox (pharmacode).

Ha mauxe, cofepxkameit 1 KOHTYPHYIO A4CHKOBYH0 YNIaKOBKY IO
20 TabieTok WIM 5 KOHTYPHBIX AueHKOBBIX ynakosok no 10
TabneTok, AONMONHHTENBHO HAaHeCeHa rpaduueckas cxema
«TPUEM MPETNAPATA TTPH JIEUEHHH I'PHIITIA/OPBH».
JlonycKaeTcA HAHECEHHE CPE/ICTE HACHTHYHKAIMH U1 CHCTEMBI
MOHHTODHHT@ IBHXSHHA JIeKaPCTBEHHBIX IPETIapaToB.

2) BropuuHas ynaxesa
Ha nayke yKasaHbi:

€r0 TOBAPHBIH 3HAK, AAPCC,
Teq1./takc, Toprosoe
HaHMEHOBAHHE ITPENApaTa C
TpeTyTpeaHTesHOR
Mapkupoekoi ®,
IPYNNHPOBOYHOE HMMEHOBAHHE
npenapara, NeKapCTReEHal
(opma, no3HPOBKa, COCTAB HA
oaHy TabneTky ¢ yKxasasAeM
HANMEHOBAHHA H KOINWECTEA
nefiCTBYIOWIEre BEmecTea,

IX

TiepH
BEIECTB, KOTHYSCTs0 Tal/IeTOK B
ynaxopxe, «XpaHHTs B
HEZIOCTYIHOM [L1A ASTeH MECTE,
«]JIns B3POCIBIX ¥ Aeve C 4 nem,
YCIOBHA XPAHCHHA, BOMCP
PErHCTPAIHOHHOTO
YAOCTOBEPEHHA, HOMEP CEpHIL,
CPOK TOJHOCTH, YCIoBRT
oTIycKa, crocod MpEMEHEHHS,
nrrpuxoBoit kox EAN-13,
DONMOTHATENBHBIE HANTHCH!
«JlJ151 B3POCJILIX H JETEA
4+, JIEYEHHE H
TPOGHIIAKTHKA TPHITTIA H
OPBH», hapnaxoa
(pharmacode).

HaxeceHu cpeicTsa
HACHTHOWKAIMA N8 CHCTEME

MOHHTOPHHT A ABIECHNT
Ji€] HHEX B.
10. YenoBHA XpaHEHHS W Mephl | B 3alMIIEHHOM OT CBETA MCETE MTPH Temneparype He Bbime 25 °C B sanmmEHHOM OT €5CT2 MCCTE
IPK TeMmepaType Be pume 25 °C41
NpeA0CTOPOXKHOCTH

* - neficTyromee m3aanue I'ocynapcTsenHol Papmakonen Poccuiickoii DenepanuH
BaKodeHHe; cootTercTByet Tpebosanmam HJ P N0(01049/02-081018, Mam. Ne 1

Jlata seiaaun nacniopra: 11.02.2021
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00O “Hayuno-rexnonorauecxas bapmauesTuueckas ¢pupma “TIQJIUCAH”

Pazpenrenne Ha peaansaiuio No

Haumenoranue

Dopma Brmycka

MHH

PY Neo

Hopmatusnas noxvMmenramis

Homep cepun

Pasmep cepun
Komuectso nocre kontpons
Ne AnaiuTHUECKOrO MacHopTa

Iogen a0

TIpeanpusTHe-IPOU3BOAHTE DS

Hpeanpusitie-ynaxkoBIHK

00000102 or 16.02.2021

HUKJIODEPOH® Tataern, NOKPLITLIC KHIIETHOPACTROPHMOii
obonouxoi 150 mr Ne 10 Poccuiickan Degepanus

KOHTYpHas AeiikoBan ynaxoska 10 x 1 (navka KapToHHas)

MeratoMuna akpunonanerar
P N001049/02
P N001049/02-081018 m3m.Nel

100121

113 214 ynmxe

113 163 ynx
76
0123

000 «Hayuno-Texnojornneckas PapmauesTHdeckan ¢upma
«IIOJIMCAH», 192102, Pocchiickas Degepanns, r. Cankr-Ilerepéypr,
Y. Canosa, 1. 72, k. 2, auT. A

000 «Hay4no-rexnonornueckas PapmanesTudeckan pupma
«[TOJTHCAH», 192102, Poccniickas ®denepauns, r. Cankr-Terep6ypr,
ya. Canosa, 1. 72, k. 2, aur, A

AHATH3 NIPOH3BOACTBEHHOM JNOKYMEHTALHM

Hocke ua cepmio nposepeno da
Hocee na cepnio naobpeno da
Kpuruueckne orinonenns OTCYTCTBYWT Ja

Cepns npouspenena n IPOKOHTPOUHPOBAHA B COOTBETCTBHH C JHIEH3HeH Ha TPOH3BOACTBO
JCKAPCTBEHHBIX CPEIACTB, TPeOOBAHMAMH PErHCTPATHONHOTD Aloche, TpeGOBAHHAMH ODPranH3a LMK
HPOHIBOACTBA H KONTPOIA KA9CCTBA JCKAPCTBEHHBIX cpeacts (npasua GMP), a Taicke BHBIMA
TpeGOBARHAMY Qe CTBYIONIEro 3aK0HOIATE b CTRA,

Hponyknus paspemena k peannzanun da Y

.i

/‘—A"\j / //,-
i 7
VYI0IHOMOYEHHOE THIIO / / /

B : b L/
Hauansuux otaena L S / Crenanosa M.C.
{(HODKHOCTD) (monmags) / (pacmmdponka noammen)

Honoxenne o auue, 0TBETCTREHHOM 32 BHIMTYCK CepHH (YNOTHOMOYEHHOM JHIlE To KavecTBy), aata yTa. 11.01.2021







