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Ipenapar: IUKJO®PEPOH® Tabaerkn, nOKpuITHe KHIMeYROpacTBOpHMOil 0boa0uxKoi 150 mr

Cepus: 581021 P N001049/02
(Dopma BbITyCKa: {koHTYpHas sueiikoBasg ynakoeka) 20 x 1 (nauxa mprounaa)
Konuuectso: 56566 yn.
Jlata usrorosnexua: okrabps 2021 r.
Jlannbie analin3a
Moxazaresb Tpebosanus HI P N001049/02-081018, Him. Ne 1 Jlannbie aHaansa
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1. Onucanue Kpyrnue JBosxoBminyknsie TaGnetkm kénroro usera, | Kpyrasic
NOKPHITHE KHIIETHOPACcTBOPHMO# obonoukoit. Ha nonepeynoM | ABCAKOBHIYK/ILIC
paspese Ao KEXTOrO LBETA ':l-zﬁxm *KETTOro upeTa,
(Busyansult, D PO?) KHIUCHHOPACTBOPHMOH
obonouxof. Ha
TIONEPETHOM Pa3pese A1po
AEATOrO uBeTa
2. TloAMHHHOCTS: A '
- aKpRAOHYKCYCHAs KHC0TA CnexTpbl NOITIOMIEHHA HCMLITYEMOrO pPACTBOPA H pacTeoOpa CooTBeTCTBYIOT
cpasrenna (b) B ofnactu or 340 no 450 HM NOMKHBI HMETH
MAKCHMYMB M MHHHMYMBI (IPH OJHHX M TeX k¢ JIHHAX BOJIH
(CrektpodoTomeTphs) -
Bpems ynepXuBaHHS OCHOBHOTO TIHKA Ha xpoummpaum CoorsercTByeT
HCIBITYEMOTO pacTeopa, NPHTOTOBRREHHOTO nas L
KOJIHYECTBEHHOTO ONpENENcHHA, JAOIDKHO COOTBETCTBOBATH
BPEMEHH YAEPAMBAHWA OCHOBHOTO NHKAa HAa XPOMATOIPaMMe
pactsopa cpasHenHA (b) (BOXX)
- MEITIOMHH TlatHo  pO30BATO-OPAHKEBONO  IBETA  MENNOMHHA  Ha CoorseTcTBYET
(N-MeTHIrmOKAMHH) XPOMATOTpaAMME HCTBITYEMOI0 pacTsopa MO  MONOKESHHIO,
OKpacke M BEIHYHHE JO/DKHO COOTBETCTBOBATE DATHY
MEMTIOMHEA Ha XpoMaTorpaMme pacteopa cpassenns (TCX)
3. PacTeopenne I-5 cranus — He Gonee 10 % akpuaOHYKCYCHOH KHCAOTH 0
3a 60 MHH
2-1 cranus — He Menee 70 % (Q) akpHAOHYKCYCHOH KHCIOTHI 98-99
3a 45 MuH
(I'® PO@*, Cnextpodoromerprs B YO 1 suaumolt obnacrax)
4. PoncTBeHHble IPHMECH Enunnsas HenneHTHGHIINPOBAHHAS PHMech — He Gonee Menee 0,10
0,20 % (B2XX)
Cymma npumMeceii — ve 6onee 0,50 % (BIAX) Menee 0,10
5. MukpoGuonornyeckas Kateropus 3A (' PO*) - iy
YHUCTOTA
6. OnHOPOTHOCTD I03HPOBAHHA Homxen coorBeTcTROBaTH TpeGoBanuam (I'D PO¥) Cootserctayer
AV=35
7. KonuyecTBeHHOE
OnpenesicHHe:
- AKPHIOHYKCYCHAA KHCIOTA Or 142,5 mr o 157,5 mr CisHiNO; 145,6
(axpunoHykcycHo#t kucnoTsi) B Tabnerke (B2XX)
- METTIOMHH Or 131,4 mr g0 160,6 mr C/H7NOs 146,2
(N-MeTHNTTOKAMHH) {mermomuna) B TabieTke (THTPHMETPHS)
8. Ynakoska ITo 10 mnu 20 TabneTok B KOHTYpHYKO SueHkoBYI0 ynakosky u3 | [To 20 rabicrox &

TUIEHKH NONMBHHWIXTOpHAHOH M donkru amomuHuesold anm
YNakoBKH.

1 XoHTYpHyI0 aueHkoByio ynakoBky mo 20 raGnerok, 1 uan 5
KOHTYPHRIX AuelikoBbix ynakoBok nmo 10 tabnerox Bmecte ¢
HMHCTpyKUuel Mo MeJHIHHCKOMY NPHMEHEHMIO MOMELIAIOT B
nayKy M3 KapToHa.

Jins KOHTPONA NEPBOTO BCKPHITHA GOKOBBIE KanaHBl Na4KH
moryT ObiTe 3aKiceHbl ITHKeTKaMM. [lauku MoryT OHITh
crpynnuposandsl B Ganaeponu TepMmoycanodHoHl InEHKOM.
aukn unu 6aBneponH NOMEIaloT B IPYIIOBYIO Tapy.

sueikosoit
TIEHKK

KOHTYpHO#H
YNAKOBKE M3

| ONHBHHHIXAOPHAHOH H

donern  amoMHHHCBOR
ZNS YNAKOBKH.

| kourypHas sveHkoBas
ynakoska no 20 tabaerox
BMECTE ¢ MECTpYKIHEH no
MEMIMHCKOMY
TPHMCHEHHIO NOMEUICHA B

NIAYKY W3 KapTOHA,
Tpebopauns HA
CODAKACHBL.
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9. Maplmposxa 1) HCPBH‘IH&! ynakoBka IE{LHW ynaxous
Ha  xoutypuol  suciikopoll  ynakoske  yKasmBaioT: ynanm:; o ’;',:m'“:,'.
HAHMCHOBAHAS NMPOH3BO/IMTEIA, €10 TOBAPHBI 3HAK, TOProBoe | Hanmcxosauue npoimopTEas,
HaHMEHOBaAHHE npenapa‘ra C npempemsﬂoﬁ e{” ToBApHEE 38K, TWQIMC

MapKkepoBkofA®, nexapc

CEPHH, CPOK TOAHOCTH.

2) Bropuusas ynaxosxa
Ha nauxe yxaimisaioT:
TOBapHLIH 3HaK, ampec,
npenapata ¢

TBEHHYIO (OpMY, IO3MPOBKY, HOMEp

HAHMEHOBAHHE NPOMIBOINTENA, €ro
Ten./ake, TOpProBoe HaMMEHOBaHHE

npenynpeauTensHod  Mapkuposkoi  ®,

TPYNIHPOBOYHOE HAMMEHOBAHME NPENapara, JNeKAPCTBEHHYIO

dopmy, no3upoBKy, coc
HAMMEHOBAHMA M KON

T8 Ha ONHY TabneTky ¢ ykalaHueM
H4eCTBa JeliCTBYIOWEre  Beluecrsa,

NEPEeuCHE BCOOMOraTeNbHbLIX BEWIECTB, KOJAHYecTBO TabneTok B
ynakoske, «XpaHuTh B HEOCTYNHOM INA AeTeit Mecten, «Jlna

B3poCinIX M gereli ¢

PErHCTPAUHOHHOIO  YIOCTOBEPEHHH,

4 neT», YCNOBMA XPAHEHHA, HOMED
HOMED CepHH, CPOK

TOJHOCTH, YCIOBHA OTAYCKA, CNOCOD MPHMEHEHHS, WITPHXOBOK
xon EAN-13, nononunrensusie nagnuck: «JU1A B3POCJIBIX H
JETEH 4+», JIEYEHUE H MPOOHIAKTUKA PUITIA H
OPBU», papmaxon (pharmacode).

Ha nauxe, conepxameii |

KOHTYPHYIO 9efiKOBYIO YNAKOBKY MO

20 TabneTok WAM 5 KOMTYpHBIX suelKOBBIX YNAKoBOK mo 10
TalneroK, NONONHMTENEHO HAHWeCeHa Trpaduueckas cxema
«TPUEM TPENAPATA TTPH JIEYEHHH TPUIIIIA/OPBU>».

JlonyckaeTcs HaHeceHHe
MOHHTODHHTA JBHAKCHHA

CPEICTB HASHTHOHKAIHH VIS CHCTEMB
1eKapCTBEHHBIX NPENapaToB.

fipenap

anpem‘e.ﬂumn
MapKHpOBKOR ®, nexapersennas
Gopua, 203HPOBKA, 1HOMEP CEPHL,
CPOK FOHOCTH.

2) Bropuunas ymaxcrea
Ha nayxe

np

0 ToRApHME  IHaK,  agpec,
Ten./thaxe, TOPIoBOS
HANMEHOBAHME  Dpcnapata ¢
OPEAYNIPEAMTERL HOH

YREIRHN

rpynnp

HEACCTYNHOM 118 JeTedl MecTes,
«/lns mapocarx u Acred ¢ 4 ners,
YCAOBAS  Xpamelinn,  WOMEp
PErHCTPANMORAOTO
YAOCTOBEPCHRA, HOMED COpHA,
CPOK FOAMOCTH, YC/I08MA OTIYCKA,
cnocol npEMenenns, BTPHXOBOR
xon EAN-13. soncmisremnsic
nanmuen: «UIA B3POCIBLIX H
JETER 4+», «EMEHME H
TIPOOHIAKTHKA IPHITIIA H
OPBH»,

(pharmacode).

Ha naae  a0nosmsTensHo

‘Hapecena rpadMucckan  exeua

«ITPHEM TIPETIAPATA TIPH
JNEYEHHH IPHITA/OPBH»,

Hanecenw cpeacTea
HACHTHOMKALEE AT  CHCTEMBL
MOHHTOpMHETE ABHRCHHA
ACKAPCTHCHHMX OPCIAPTOR.

10. Ycnoens XpaHeHus H mepbl

B samumgnHOM OT CBETA MeCTe NPH TeMNepaType He Bhillle

B 3anmmé&anom ot ceeta

OpeAOCTOPOKHOCTH 25°C MECTE TIPH TeMTIepaType
He seiwe 25 °C
11. Cpox roanocTH 2 roaa 2 rona

* - AeicTByiomee u3nanne locynapersennoit dapmaxonen
3akmoyenue: coorsercTyer TpeGoanuam HIl P N001049/02-08101 8, Mam. Ne 1

Hara sbinaun nacnopra: 15.11.2021

3asenyrowmi KAuJ1
Havansauk OKK

/TupexTop no kauecty

T Canxr-NeTepbypr

hapmauesTiaeckan TupMa

Poccutickolt denepaunn

HayHO-T aXHONONAYeCKAs

«MONUCAH»

[lnA ACKYMEHTOR

HHC-KO-2000-0160 «Konrpons npousseacuol npoyximmn, sepeus 10. Jlara spenenns: 10.03.2021

Cpok roanocTs go: 10 2023

A.C. Bnacosa

A. H. ®&noposa

4
wf' C. H. Ckopuk




000 “Hayuno-Texnonoruveckan papmanestnyeckasn ¢pupma “IIOTMCAH”
Paspeinenue Ha peanusanuio Ne 00000942 ot 18.11.2021

HanmenoBanue [AKJIODEPOH® TabaeTKH, NOKPLITbIE RHIICTHOPACTBOPHMOH
oboaoukoii 150 mr Ne 20 Poccuiickan @ejgepanusn

PopMa BHITYCKa KOHTYpHan syeiikoBas ynakoBka 20 x 1 (ma4xa KapToOHHaf)

MHH MerawoMuna aKpHAOHANETAT

PY Ne P N001049/02

HopmaTiBHAS JOKYMCHTALMA P N001049/02-081018 wam.Nel

Homep cepuu 581021

Pasmep cepun 56 566 ynk

KonnuecTBo nocne KOHTPOIS 56 537 ynr

Ne AHATHTHYECKOTO I1ACTIOPTa 1086

Topen mo 1023

IpeanpuaTie-NpoH3BOAUTEND 000 «HayuHo-TexHoJOTHYECKaN GapmalieBTHIecKan dupma

«ITIOJTUCAH», 192102, Poccuiickas ®eaepauus, r. Canxr-Ilerepbypr,
yi. Canosa, a. 72, K. 2, JIHT. A

IpeanpuATHE-YIAKOBUHK 000 «HayuHo-Texnosornaeckas papmanesTuueckan gpupya
«I1OJIHCAH», 192102, Poccniickas ®enepanns, r. Canxr-Ilerepbypr,
ya. CanoBa, 4. 72, K. 2, AnT. A

AHANH3 NPOH3BOICTBEHHOH JOKYMENTALNH

Jochbe ua cepHio OpoBepeHo Ha
Jloche Ha cepHio onobfpeno Ha
KpuTHdeckue 0TKJI0HEHHSH OTCYTCTBYIOT Hda

Ceprs NpoH3BeleHa H NPOKOHTPOIHPOBAHA B COOTBETCTBHA ¢ JIHIlEH3HEH HA MPOH3BOACTBO
JERAPCTBEHHBIX CPEACTB, TPeDOBAHHAMH PErHCTPALHOHNOTD 10Che, TPeGOBAHNMAMA OPraHM3ANNK
NpOR3BOACTBA H KOHTPOIA KAaYeCTBA JIEKAPCTBEHHbIX CPEACTB (NpaBH ), & TAKJKE HHBIMH
TpeGoBaHARMH AeHCTBYIOIIET0 33KOHOAATEIbCTBA.

IMponyxkiuaA paspenieHa K Peain3anuuH

VYTOIHOMOUEHHOE THIIO (
Hauanenuk oTaena .

(NOMKHOCTE) (TOTmICE) 4 (pacmAdPOBKa NOATHCH)

Crenanosa M.C.

Monoxkenne o NHLe, OTBETCTBEHHOM 33 BHITYCK cepHH (Y MONHOMOUEHHOM JTHIE MO KadecTry), aata yt8. 11.01.2021







