UHTennexT Ha 3awmre OBUECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTBIO
SAOPOBYA «HAYYHO-TEXHONIOTMYECKAA ®APMALIEBTMYECKAR GUPMA ~NONNCAH»
192102, Canxr-Nerep6ypr, yn. Canosa, 72, Kopn,2, MMT.A,

. non"ccH Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AHaTHTHYECKH I nacnopt Ne 1209

Ipenapar; IIHTODJIABHH® Tabnerkn, NOKPLITEIC KHIIETHOPACTBOPAMOIH 06on0YK0lH
Cepus: 1641121 JIC-001767
®Dopma BeImycKa: (kOHTYpHas auelikoBas ynakoeka) 10 x 5 (nauka kapToHHas)

Komuuecrso: 19228 yn.

Mara n3rorornenns: nos6ps 2021 r.
Jannbie ananusa
IMokasarens TpeGopauus HJT JIC-001767-010419, JanHbie ananusa
nIm. Ne 1, uzm, Ne 2
2

1 3

Kpyrnse ABOAKOBHIYKILE
» e A
1. Onucanne Kpyris: JBOAKOBLITYKIIbIE Tabnerky, NOKPBIThIE TaBneTN, nOKpMTIE OffoRcxoR

oGonouxo#i kpacHoro upera. Ha DIONEPEYHOM Cpe3e BHHBI KpacHoro umera. Ha nonepeunon

ABa cnos. Snpo tabnerox or k&rroro o KENTO-OPAIKEBOrO | cpese swmmm xea cnos. Sapo
Tabnero KENTO-OPAHKEBOTD
useta. (Busyansueii) o

2. TowMHHOCTE: ‘
= pubodrasuua dpocdar narpus Cnextp nornomenns nersiryemoro PpacTBopa, NpHroTOBIEHHOIO Coorsercrayior
A4 KOMHYECTBERHOIO onpeaenenns, B 06aacTa ot 300 10 550 nm
AOTKCH HMETh MAKCHMYMBL TIDH (445 + 2) HM 1 npu (373 £ 2) um.
(Coexrpodoromerpus B ynsTpaduonerosoit i BaguMok obnactax,
I'® POH*)
- AHTApHAZ KMCIOTA Bpems ynepxupanus nuka sHTapHOR KHCIOTL Ha XpOMaTorpamMme Cootsetcrayer
HCTILITYEMOrO PACTBOPA, MPUIOTOBCHHOIO JUIS KOTHYECTBEHHOND
ONpEZICNICHNA, AOMKHO COOTBETCTBOBATE BpEMCHH YAEpKHBaHHS
TINKA AHTAPHOA KHCNOTH Ha XPOMATOrpAMME PACTBOPA CPABHCHMS.
(BOXX, ' Pd*)
- HMKOTMHaMMJ Bpema yzmepwpanms nmkom HUKOTHHAMHIA M HHO3HHA Ha Coorgercrryer
- MHO3MH XpOMATOTPAMME HCTIRITYEMOTO PAacTBOPA, NPHIOTORNEHHOTD s
KOIMHECTBEHHOTO  ONPENCTICHHA,  JOJKHO  COOTBETCTBOBATS
BPEMEHH yZCPXKHMBAHHA IMKOB COOTBETCTBYIOUIMX BEMIECTB Ha
XpoMaTorpaMme pacTBOpa CpaBHeHHS, (BIXX, I'd PO*)
- KPacHTe/b asopy6un Cnextp nornomenus HCITBITYEMOro pacteopa B o6nactu ot 350 no Cootsercrayer
(xapmyasun) (E 122) 550 HM JIOTDKEH HMETh MAKCHMYM NOIIOUIEHHS NPH AIHHE BOHEI
(520 = 2) mm. (Criextpodoromerpus B yavTpaduonerosol u
BHAMMOMH obnactax, ['® PO*)

3. PactBOpenue 1-5 cragns - ue Gonee 10 % AHTAPHON KHCIOTHI 33 60 MUK, 0
2-4 cranus - He menee 75 % (Q) AMTapHOH KHCIOTH 33 45 MUH. 96-99
(I'd PO*)
4. PoncTeenHsle npumecy:
= PRNIOKCAHTHH, T'YRHO3IHH Cymmapnoe conepuanuc B | Tabnerxe ne Gonee 2,5 % or HoMHHATEHOTO 0,1
Conepxanus unosuna. (BIXX, I'd PO*) ’
- HUKOTHHOBAR KHCJIOTA Conepxanre B | Tabnetxe ne Gonee 1,0 % or COACPMAHN HHKOTHHAMUIA, 0,04
(BOXX, I'd PO™)
2 CymMapHoe conepxasue or CYMMEI NIOMANEHR NHKOB HUKOTHHAMHAA ¥
HeuneHTHGH BaHHbIC
npuMecH i HHO3HHA He Goliee 1,0 %. (BOXX, I'D PO*) henee: (08
- mOMHbNABHH Conepacanne » 1 Tabnerxe ue Gonee 0,20 % ot HoMMHANBHOrG COZNEPAAHHA 0
puGodnasiHa pocdara natpus. (BIXX, ['D Pd™)
5. MukpoGuonoruveckas uncrora Kareropua 3 A. (I'd PO®)
Obmee 4ncno aspoGHbx Gakrepuit ve Gonee 10° & 1 r. Menee 10
O6mee unciio rpuGos e Gonee 1025 1 1. Menee 10
Orcyrersue Escherichia colis 1 ., He o6uapysxeno
6. OmHoponHocTs no3uposanma
- pubodnasnna pocdar HaTpHA Hoken cootBercTBoBaTE TPEBOBAHMAM. (I'® PD*, cnocob 1) CWA’V“‘S"};Y“ |
- AHTapHas KHCaoTa Homxen coorsercTroBaTH TpeGoBaHMIM, (I'® PO*, criocob 2) CO‘T\:;‘!EYCT
- HUKOTHHAMHI Homken coorsercraopars TpebosannaM. (I'® PO*, crioco6 1) Coo;:z;?ycr
Coorsetcreyer
- HHO3HH Homxen coorsercraopars Tpebosannsm. (I'D PO* cnocob 1) AV=2 ]
7. KonwuecTsennoe onpenencnne
- pu6odanina bocgar Barpna Or 0,0045 110 0,0055 r Ci7H20NsNaOgP (pnbodaasuna pocdara 0,0049

Hatpus) B 1 Tabnerke {Crexrpodoromerpus 8 YnbTpaduoneTooif
H BHIUMOH oGnactax, ' PO¥)

- AHTapHas KHCIoTa Ot 0,2850 20 0,3150 r C4Hs04 (rraproii KHCIOTEI) B 1 Tabaetxe. 0,2950
(BOXX, I'd PO*)

- HHO3HH Or 0,0462 10 0,0538 r C10H12N4Os (mro3uma) b 1 tabaerie. 0,0505
) (BIXKX, FD PDA)

ITHKOTHITaMHA UT U,UL31 20 0,269 r UsHeN2O (smkoTnammza) B | Tabnerke 0.0212
{B2tX. LD For)
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8. Ymakoska

Tio 10 i 20 TaG/eToK B KOHTYPHYHO A4eliKOBYIO YNAKOBKY H3 ILIEHKH
NOMHBHHIIXIOpHAHOH ¥ onbry amoMHHHEBOH JAng YITAKOBKH.
5 KOHTYpHBIX aueifkoBmIX ymaxook no 20 TaGnerox, 5 WIH
10 kOHTYpHBIX suelikoBnix viakopok no 10 TaGreTok BMecTE C
MHCTPYKIHEH 1O MEIHIMHCKOMY TIPUMEHEHHIO NOMEINAIOT B NayKy M3
kaproHa. JU1a KOHTPO/A MEpBOTO BCKPHITHA GOKOBBIE KJIANAHEI NAYKH
MoryT GbiTh 3aKneenb yHKeTxamH. [Tagkn MoryT GbITH CTPYTITTHPOBAHBI

Gan/IepONH TEpMOYCAN0uHOIt IIEHKOH.

Tlo 10 TabneTox B KOHTypHOR
sueikoodt  ynakoke M3

9. MapkupoBka

1)[IepBHHan yNaKkoBKa.

Ha xoutypHoH AeiikoBOH YIAKOBKE yKA3LIBAOT

TOBapHHIH 3HAK NPOHIBOJHMTEIA, TOPrOBOE HAMMEHOBAHHE
Tipenapara ¢ NpeAyNpeaUTe 1LHOH MAPKUPOBKOH ®,
JIEKAPCTBEHHYIO HOPMY, CO/IEPKaHHE JICHCTBYIOLIMX BEIECTS B
ool TabneTxe, HOMEp CEpHH, CPOK I'ONHOCTH.

2)BropHuHas yNaKkoBKa.

Ha nauke yKashiBAOT:

TOBapHHIA 3HAK, HAHMEHOBAHHE, AJIPeC, Tes/pake NPOH3BOIMTENS,
TOProBOE HAMMEHOBAHHE [TDEIAPATA C NPEAYNPEANTENBHOR
MapKHpOBKOH®, TPyNNMpOBOTHOC HAHMCHOBAHKE IIpEnapara,
NeKapeTBeHHY10 GOPMY, KOTHHECTBO Tab/IeTOK B YIIAKOBKE, COCTaB
Ha ofHy TA0NETKY C yKa3aHWeM HaHMCHOBAHHH W KOJIHYECTE
AeliCTBYIOIMX BELIECTB, NEPEdeHb BCIOMOTATE/ILHBIX BEMECTB 1
Nepeycks BELIECTB KHLICYHOPACTBOPHMOI 060NI0UKH, HOMEP
PErHCTPALIMOHHOTO YIOCTOBEPSHHS, HOMED CEPHH, CPOK MOIHOCTH,
«XpaHHTh B HEJOCTYTHOM ISl JETEH MCCTED, «[IpEMEHATS IO
HA3HAYEHHIO Bpauay, YCIOBHA OTIYCKE, YCIOBHA XpaHEHHS,
cnocoB npuMenenns, wpixosoit kox EAN-13, gapmaxon
(pharmacode), AONO/HHTE IHBIE HANITHCH: NIHKTOTPAMMBL,
paciundpoBKa MHKTOTPaAMM

« nexaperpennas dopma TBEPZIASY,
« e cnoco6 npumenenyis BHYTPb»,

« W ® hapmaxoTepaneBTHYECKas rpynna METABOJIMYECKOE
CPEZICTBO».
lOTycKACTCS HAHECEHHE CPENCTR MACHTUOHKALMN U CHOTEMEI
MOHHTOPHMHIA JBIDKCHHS JIeKaPCTBEHHLIX TIPENapaTos.

1)[leppuunast ynaKopxa.

Ha xouTtypHoit sueiikosoi

YTAKOBKE YKAIaHA: TOBAPHEIH

JHAK IPOH3BOAMTENN, TOPTOBOE

HAHMEHOBaHHE NPErapaTa ¢
HOR

FONHOCTH.
2) BropuuHas YRaKosKa.
Ha nauxe yxasaHbi: TOBAPHEH
3HaK, HAMMEHOBAHHE, aIpec,
Ten/$axc MpOUIBOLHTENA,
TOProBOE HAMMEHOBAHHE
npenapara ¢ n
npeayNpeIHTENLHO!
MapxupoBkoit ®,
rPYNNHPOBOYHOE HAHMEHOBAHHE
npenapara, JIeKapCTBEHHAA
opma, xomuuecTso TabneTox B
YTIAKOBKE, COCTAB HA O/HY
Tanerky ¢ yKasaHueM
HaHMEHOBaHUH H KONIHIECTE
JeHCTBYIOUINX BETIIECTB,
DepeYeHD BCIOMOTATEIbHBIX
BEHIECTE H NCPEHEHE BeDIECTB
KHIDEYHOPACTBOPHMOH
obonoukH , HOMEP

OHHOID
YAOCTOBCPCHMA, HOMCD COpHE,
CPOK TOHOCTH, «XpaHHTE B
HEAOCTYIHOM AR AeTEl MECTE,
«[IpHMenTs N0 HATHAUCHHIO
Bpasiay, YCIOBHS OTIYCKS,
YCIOBHA XpaHeHns, cnocob
npHMeneHnd, WTPEXoRoil KOA
EAN-13, dpapmaxon

“apMAKOTEPANCETRYCCKAL MPYTIIR
METABOJIMMECKOE CPEJICTBO,
HaneceHo ¢pencTso
HOCHTHOWKALAR 115 CHCTEME

10. Venosusi XpaHeHHS M MEPbI

B 3amMIn#HHOM OT CBETA MECTE NPH TEMNEPaType HE BHIILC

B 3amuIEHHOM OT CBETa

MpPENOCTOPOKHOCTH 25°C. MECTE NPH TEMIIEPATYpe
e poune 25 °C
11.CpoK roAHOCTH 3 rona 3 rona

* _ neficTeylomee u3nanne ['ocynaperserHoi dapMakoneH Poccwuiickoit @enepalni

3akoueHHe: cooTBeTcTBYeT TpeGoBanuam HJ| JIC-001767-010419, n3m. Ne 1, u3m. Ne 2

Jata Boigauu nacnopra: 22.12.2021
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000 “Hayuno-rexno.aoraueckas papmauesrnueckas pupma “II0JTHCAH”

Paspemenne Ha peannzanmio Ne

HanmenroBaHHe

(opma BRITyCKa

MHH

PY Ne

HopmatiBHas JOKyMeHTalMs
Homep cepun

Pa3Mep cepun

KomuuecTBo nocae KoHTpoas
Ne AHaIHTHYECKOr 0 Nacmopra
Tozen no
Ipeanpusrye-npousBoauTEIH

TIpeanpuaTre-ynakoOBIMK

00001123 or 27.12.2021

IIUTO®JABHH® TabneTkH, NOKPLITHIE KALISYHOPaCTBOPHMOii
oGonouxoi Ne 50 Poccniickan Denepanna

KonTypnas ageiikoBas ynakoska 10 x 5 (nauxa kaprounas)

HuosuntHurorunamua+Pubodaasun+durapuas knciora
JIC-001767
JIC-001767-010419 H3am. Nel, Ham. Ne2

1641121

19 228 ynk

19 212 ynr
1209
1124

000 «Hay4no-TexnoJxornveckas gapmanepTHIecKkasn GupmMa
«[IOJTHCAH», 192102, Poccriickan ®enepanus, r. Cankr-IlerepGypr,
ya. Canopa, a. 72, k. 2, n8T. A

000 «Hayano-Texsonornveckas papManesTHIecKas PupMa
«[IOJIHCAH», 192102, Poccniickas ®enepanns, r. Canxr-Ilerepbypr,
ya. Canopa, A. 72, K. 2, I6T. A

ANann3 NPOH3BOACTBEHHON NOKYMEHTAIHN

Jocke HA CepHIO NpoBepeHo Hda
Hocke ua ceprio onolpeno Ha
KpHTHYeCKHE OTK/I0HEHAS OTCYTCTBYIOT Hda

Cepag npousse/ieHa B NPOKOHTPOJIHPOBAHA B COOTBETCTBHH C JIMI{EH3He# HA NPOHIBOACTBO
JICKAPCTBEHHbIX CPEJCTER, TPEGOBANAAMH PErACTPANHOHHONO JoChe, TPEGOBAHMAMH OPranH3AlHN
HPOH3BOACTBA H KOHTPOJIH KAYECTBA JIEKADCTBCHHBIX cpeacTs (npanua GMP), a Taxke AHbIMEA
TpeGoBAHRAMHE NelCTBYIOIEro 3aK0HOHATENLCTRA,

HponyxkuHsd paspenieHa K peaiu3ainu

Y noaHOMOUEHHOE JTHLIO

Hauamenuk otoena

w4

Crenanosa M.C.

(ROIDKHOCTE)

wr,

(nmoamucs) Fd (pacmudpoBKa NOANHCH)

[onoxenue o THIlE, OTBETCTBEHHOM 32 BRIMYCK cepHH (YIIOTHOMOMEHHOM JTHIIE TIO KauecTBy), aata yre. 11.01.2021







