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UuTennekT Ha 3awmTe

® NOJIUMCQH

OBWECTBO C OrPAHMYEHHOWM OTBETCTBEHHOCTBIO
«HAYYHO-TEXHONOTMYECKAA GAPMALEBTUYECKAA ®HUPMA «MMOAMUCAH»

AHanuTHYeckHii macnopt Ne 535

(koHTypHas sueiikoBas ynakoska) 20 x 5 (nauxa kapToHHax)

Jata m3rotosieHus: HioHb 2021 .

Hannste anannsa

192102, Cankr-letepbypr, yn. Canosa, 72, kopn.1, MT.A,
Ten.: 812 710 8225, darc: 812 764 6284, e-mail: info@polysan.ru

IUATODIABUH® TabneTxku, HOKPLITHIE KHIIEYHOPACTBOPHMOH 060104K0H

JC-001767

(BIXX, TD PO¥)

Ilokazartennb Tpedosanus HA JIC-001767-010419, Him. Ne 1 JaHHble aHAIH3A
1 2 3
Kpyrisie ABOAKOBEITYKABC
1. Onucanue Kpyrisle IBOAKOBBITYK/IEIE TAONETKH, TIOKPLITHIE - s
oGonxoukoit xpacHoro useta. Ha nonepe4HoM cpese BUIHH kpacHoro upera. Ha
Ipa crofi. Anpo TabneTok OT KENTOro N0 WENTo- TIONEPEHOM CPEse BALHKI /153
oparkeBoro 1peTa. (BusyansHsii) oo Sapy einenos Bl
> OpAHXEBOTO HBETA.
2. Ilop/TMHAOCTE:
- pubodnasuna pocdar Hatpus CREeKTp NOMIOIEHHA MCHBLITYEMOrG PacTBopa, MNPHTOTOBIECHHONO Ans CooteetcTRyIOT
KONHYECTBEHHOrO ONpe aeneHH, B 06nacTH or 300 Ao 550 HM NOMKEH HMETH
MakcHMYMB! nph (445 + 2) um 1 npu (373 £ 2) um. (CnextpodoromeTpun b
yaeTpaduoneTosod H auaHMoil oGnacTax, T POY)
- SHTapHaA KHCNOoTa Bpems  yneDMHMBEHHA TMKA SHTADHOH KHC/IOTHL HA XPOMATOTpaMMe
HCIBTYEMONO  PAacTBOPa, NPHIOTOBMCHHOIO U8 KOJNHYECTBEHHOIO
ONPEENEHMs, NOMKHO COOTBETCTBOBATE BPEMECHH Y/CDWHBAHHA TIHKA Coorsercrayer
SHTAPHOH KHC/IOTH HA XPOMATOTPaMME PACTBOPA CPABHCHMA.
(BIXX, I'D PO*)
Bpess yACpHBAHHA MMKOB HHKOTHHAMMIA H HHO3HHA HA XPOMATOIPAMME
- HHUKOTHHAMHI WCTILITYEMONO  PACTBOPA, [PHIOTOBICHHOTO JUIA  KOJMHYECTBEHHOTO Cooreercrnyer
-  HHO3HH ONpERE/CHAA, NODKHO COOTBCTICTBOBATH BDEMEHH YACPHKMBAHHA MHKOB
COOTBETCTBYIOMIHX BEUICCTE HA XpOMaTOrpaMMe pacTsOpa CpaBHCHHA.
(BOXX, I'® PO*)
- KpacuTelb asopyOHH CrickTp MOTMOMEHHA HCMBITYEMOro pacTsopa B obnactu or 350 a0 550 HM
(Sapuyamﬂ) (prl 22) JOMKEH WMETh MAKCUMYM MOFNOLEHNS NPH LTHHE BOHHL (520 + 2) HM. Coorsercrayer
(Cueckipodoromerpus B yasTpadmonctosolt n Buanmol obnactax, [d PO*)
3. PacrBopenne 1-5 cTamus - He Gonee 10 % sHTapHOH KMCIOTH 32 60 MHH. 0-0,1
2-g ¢ramus - He Menee 75 % (Q) sHTapHON KHCNOTEI 32 45 MUH. 96-100
(C'd PO*)
4. PoacTBeHHBIE TPHMECH:
- FHIIOKCAHTHH, IYaHO3HH CymmapHoe coaepkanse B | Tabnetke He Goee 2,5 % OT HOMHHANBHOTO 0,2
conepskaius uiosuna. (BIXX, I'd PO*)
- HHKOTMHOBAS KHCNIOTA Conepxanne B 1 Tabnetke ne 6onee 1,0 % OT coAepkaHNa HAKOTMHAMMIA. 0,06
(BIXX, I'd PO*)
- HCHACHTH(HUHPOBAHHBIC CymmapHoe coZiepskaHHe 0T CYMMBI ILioimaneH MHKOB HHKOTHHAMHAA H Meuee 0.05
NPHMECH mHO3uHa He Gonee 1,0 %. (BINC, [D PO*) ’
- MOMHGNABHH Coacpxanne B 1 TaGnerre ne Goace 0,20 % 0T HOMHHATHHOTO COACPMAHHA 0
puGodnasuna docdara warpua. (BIXX, O PO*)
5. MukpoGHOnOrHyecKas YucToTa Kareropusa 3 A. (I'® PO*)
O6iee umcno a3pobHEIx Gakrepuit He Goaee 10° 8 1 1. Meree 10
O6mee uncno rpubos He Gonee 1078 1 T. Mencee 10
Orcyrersne Escherichia colis 1 r. He oGHapyxeno
6. OMHOPONHOCTE JO3HPOBAHHA
- puGodnanuua pocdar narpus Jomxken cooTsercTrosars Tpebosanuam. ('O PO*, criocob 1) Cw‘&ﬂ_‘;‘f:yﬂ
SAHTAIHAT KRCIOTA Homxen coorsercrsosars Tpebosanuam. (D PO*, criocob 2) Comwm;nycr
AV=2]7
- HUKOTHHAMH, Jomxen coorseTcTaoBatk TpeGoBanuaM. (D PO*, cnocob 1) CooTsercTeyer
AV=55
- MHO3HH Jlomxen coorreTcTroBatk TpeGoBanusM. (I'D PO*, ciocob 1) CooteetcTeyeT
AV=60
7. KonuuecTBEHHOE OUPCACIICHHE
- pabodnasuna pocar HaTpus Ot 0,0045 10 0,0055 r C17H20NaNaOsP (pubodpnasuna docara 0,0051
Harpus) B | taGierke (CnexrpodoTomMerpus B yiasTpaduoneTooi
_ M BHIMMo#t obnacTax, D PP*)
- AHTAPHAA KWCNOTA Ur 0,2850 10 0,3150 r CaHeO4 (srraprolt xucnorsr) B | Tabnerxe. 0,2921
(BDXX, I'd PD*)
- HHO3MH Ot 0,0462 1o 0,0538 r CioH12N4Os (vHo3uHa) B 1 TabneTke. 0.0492
(B3XX, T'd PD¥) ’
- HHKOTHHAMHJ Or10,0231 g0 0,0269 r CsHsN20 (uukoTHamuna) B 1 Tabnerke 0,0249
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a8 neteit mecTey, «[IpHMEHATS 10 Ha3HAYEHHIO Bpa4an,
YCNOBHA OTIYCKA, YCTOBHA XpaHeHHs, cnocol npAMEHEHNA,
IITPUXOBOH KOX EAN-13, dapmakon (pharmacode),
JOTIONHHUTENLHEIE HATTHCH: JIHKTOrpAMMBI, PaciH(poBKa
OHKTOTPaMM

« - NexapcTBEHHAs GopMa TBEPIAA,

« crioco6 npumenerns BHYTPb,
nu
« W ™ hapMaKOTCpancBTHCCKal rpynna

METABOJIMYECKOE CPELCTBO».

1 2 3

8. YnakoBka Tio 10 wm 20 TaGjETOK B KOHTYPHYIO aqelikoBYI0 YMAKOBKY H3 | To 20 TabneTox B
AneHKY TONHBMHWIXIOPHIHOR H donbry AMOMHHHCBOH UL KoHTypHOH AucHiKoBof
yTIaKOBKH. YNAKOBKE U3 FICHKA .
5 koHTYpHBIX AHEHKOBAIX YGKOBOK no 20 ralnerok, 5 WM B RN
10 KOHTYPHEIX FUelKOBBIX YIAKOBOK no 10 TaGnetox BMECTE € I
HHCTPYKIMCH 110 MEAHLMHCKOMY TIPHMEHEHHIO TIOMELIAIOT B HAYKY | [lo§ KoRTypHSX P
3 kaproHa. [UIS KOHTPOIS TNEpBOrO BCKDHITHS GOKOBEIC KnanaHsl YIAKOBOK BMECTE C
nayky moryr ObiTh 3aKICCHEL arukcTkamn, Tlauxky MOTyT GBITH | WHCTPYKUpCH 10 IPHMCHCHHIO
CrpynMUpOBaHLI B GaHnepOIH TepMoycanoTHoH nnéuxofl. | B TEFIKG HO KAPTOHA.

; 1) TennuynaR YIAKORKA,

0. MapKHpODKQ DIIcppH4naN yNaKopKa. LT g ot
Ha xonTypHo#t sueiixoBoli ynakosxe yKa3blBaloT; wmm’ ‘W: p———l
ToBapHBili 3HAK NPOMSBOAHTENA, TOProBo¢ HAHMEHOBAHHE IHAK [POHIBOAHTER, TOPFOBOS

i oBKOM ® HAHMEHOBAHHE NPENApaTa ¢
npenapara ¢ npeAynpeauTeILHO MapKHPOBKS A npeaynpepTensHol
JIEKapCTBCHHYIO tbopmy, COLIEPKaHHE IeHCTBYIOIMX ﬁmmﬂ ®, NeKapoTBCHHAR
; Ma, cofiepkanue
BeLIECTS B OHOM TabneTKe, HOMEP CepuH, CPOK FOIHOCTH. eermyroUiX BEWIEETS B OIHOH
2)BTOpHYHAR YNAKOBKA. TafuicTke, HOMED CepHH, CPOK
Ha naukxe yka3plBaloT: ;‘)’m S—
TOBApHMIH 3HAK, HAHMEHOBAHHE, anpec, Tes/hake u,f,,,”m‘ wy‘:w poRapidt
POM3BOAMTENIA, TOPrOBOE HauMeHOBaHHe npenapara ¢ ’,‘;:,"' HAKMCHOBAHHE, AAPEE,
TIpelyNpETENEHON MapKHPOBKOH®, rPyTIHAPOBOTHOS Wm“m"“‘,‘mmm:'
HaMMEHOBAHME ITPernapaTa, NeKapcTBeHHYI0 dopmy, mpenapaac
Py PeARTEALHO
KOMUECTBO TAGNETOK B YNAKOBKE, COCTAB Ha OIHY st &
TabneTky ¢ ykazaHueM HAUMEHOBAHMH W KONHYECTB rpiyrusp e
npenapara, NEKapCTBCHHAR

JeACTBYIONIMX BELIECTB, NepeteHt BCHIOMOTATENBHBIX - .
BEIECTB W NepedeHb BEIECTB KUIIEYHOPACTBOPUMOT ytnm' 5K5, COGTAD A Oy
0BONIOUKH, HOMEP PErHCTPALMOHHOTO YAOCTOBEPEHUA, m:mm
HOMep CEpHH, CPOK TOHOCTH, «XpaHUTh B HEZOCTYTIHOM - i .

nepeUes BCOOMOTATCABHEX
BEILECTE U NEPEHEHE BEWLECTE
:pmc‘nmpnctwpmlon
offonoMkH , HoMep

0ro

YAOCTOBEPEHIL, HOMEP CEPHH,
pOK OAHOCTH, «XpaHHTE B
HENOCTYIIHOM Jfi% nerei mecTen,
(T IPHMEHATD TI0 HAIHAYCHHIO
apasiay, YCNOBHA OTIIYCKa,
YCAOBUA KPAHEHRS,
DpAMEHEHHT, uITpHXOBOH KON
EAN-13, dapuaxon
(pharmacode), AONOAHHTETLREE
BagmMcH: MHKTOrPaMMEL,

J{omyCKAETC HAHECEHHE CPENICTE uaeHTAdUKALMH 1T hm“¢p°’“ L
CHCTEMbl MOHHTOPHHIA JIBHKCHUA JIEKAPCTBEHHBIX enexaperseman popwa TBEPIASY,
npen - ‘
nperapaTon !- 20005 S—
e -
| METABOJIMHMECKOB CPEACTBO»
| Haseceno cpenctso
| waerrmdpcatyE ANA CACTEME
MOHHTOPHHIR JBHAKCHHR
I ﬁewmx npenaparos.
10. VcioBus XpaHeHHA H MEpPR! B samMmEHHOM OT CBETa MECTe IpH TEeMIEpPaType He BRILE B 3amuimgHHOM 0T CBETa
NpeAoCTOPOKHOCTH 25°C. | ieecTe. PR TOMTICPATYPE
e peune 25 °C
11.Cpok rogHocTH 3 roma ' 3 roxa

* _ peficTByIolIee H3IAHHE TocynapcTBeHHOH PapMaKoneH Poccniickoii ®eaepaLmH

3aKJIIOMCHHE: COOTBETCTBYET

Jlata BHIa4M NaCTIOPTA: 02.08.2021

JaseyrOLUHA KAnJL

Hauarmsank OKK

JIMpeKTop NO Ka4CCTBY

tpeGosanuam HJL JIC-001767-010419, A3m. Nel

HHC-KO-2000-0160 «oHTpONE OpOMIBCACHHOH NPOAYKILHI, pepeux 10. Jlara BRCACHUA: 10.03.2021

Cpok ro.i‘unoc'm no: 06 2024

i A.C.Bnacosa
. A. Y. ®énopora

' C. H. CxopHk



000 “Hayuno-Texnosornyeckas GapManeBTHYCCKAS ¢upma “TIIOJTHCAH”

Paspemenne Ha peamuzatmro Ne

Haumenoranue

Dopma BLITIYCKA

MHH

PY Ne

HopmatneHas noxyMesTamus
Howmep cepuu

Pasmep cepuu

Konuuectso nocsie kontpons
Ne Ananutnueckoro nacnopra
Tonen no
Ilpennpustae-npoussomurens

Tpeanpuarie-ynakosmux

00000620 ot 05.08.2021

IHATOD®JIABUH® Tabnerxn, HOKPEIThIE KHIIEYHOPACTBOPHMOi
oGonoukoil Ne 100 Poccmiickas Denepauus

KOHTYpHa® A4eikoBas ynakoska 20 X 5 (nauxa kapronnas)
HH03HII+HI»[KOTHHaMHI{+PK50¢JlaBHn+HHTapHu KHCI0Ta
JIC-001767

JIC-001767-010419 uam.Nel

1170621

9621 ynx

9611 ynx
535
06 24

000 «Hayuno-texnonorugeckas GapManeBTHYECKIs Gupma
«IIOJITHCAH», 192102, Poccuiickas ®enepanns, r. Canxr-Ierepbypr,
yi. Canosa, . 72, k. 2, nuT. A

000 «Hay4yHo-TeXHOTOTHYECKAS dapManesTHICCKaR HUpMa
«[TOJTHCAH», 192102, Poccuiickas ®exepanns, r. Canxkr-IlerepGypr,
yia. Casoga, &. 72, k. 2, 1aT. A

AHATH3 NIPON3BOACTBEHHOM JOKYMEHTALHA

HMocke Ha cepuio Nposepeno la
Hocke ma cepuro oxobpeno HOa
Kprriyeckne 0TKIOREHHS OTCYTCTBYIOT Ja

Cepus nponsBeiena M MPOKOHTPONHPOBANA B COOTBETCTRHMN ¢ JHIEHIHEH Ha NPOM3BOACTRO
ICKAPCTBCHHDIX CPEACTE, TPeGOBAHHAME PErHCTPANKONHOTO A0Che, TPeBOBAHMAMA OPTaHH3ALHM
TPOH3BOICTBA W KOHTPOJIN KAYECTBA NEKAPCTREHHBIX cpeacTe (Mpasaa GMP), a Takike HHBIMK
TpeGoBaHNAMHE AefiCTBYIOMEr0 3aKOHOAATEAbCTRA.

Hpoayxuus paspeiiteHa K peanuzamun

(%

Ynomuomouennoe muio
Hayanerux otnena Crenanosa M.C.
(nomxHOCTS) (pacumdposka noznHCH)

\‘(ﬁfmnuy

TlonoxeHne 0 IHLE, OTBETCTBEHHOM 32 BEIMTYCK CepuH (YNONHOMOYEHHOM HLE Mo KavecTay), nata yre. 11,01.2021




