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1. On 6. KH. T Kpyrneie naosxopsinyxnsic
Onwucanue " prr;me nsomonmnylcnﬁze TabNeTKH, NOKPLITEIE o i i
0ObOIOYKOH KpacHOTO 1BeTa. Ha nonepeysoM cpese BuHbl ¥pacsioro mpete. Ha
Iisa cyios. SIapo TabieToK OF KENTOTO 0 KENTO- nﬂnepe;!:: mumm nsa
enos. X KEATO-
OpakeBoro usera. (Buzyanssslif) ORI,
2. ITonmmunocTs:
- pubodnasuna pocdar narpus CneKTp norsomeHus HCMEITYeMOro pactsopa, TIPHTOTOBAEHHOTO  Ans Coorsercrayior
KONHYECTBEHHOTO OTpeaenerns, s o6nacty ot 300 10 550 M JOIDKEH HMETH
MaKCHMYMBbI 1ipH (445 = 2) um 1 npy (373 + 2) um, {Cnexrpodoromerpus 8
ynsTpatbuoneToBol 1 BuaRMON 0BnacTax, ['D Pd*)
- AHTAapHas KHCI0TA Bpems ynepicisaHua nuka suTapHOH KkoTOTH Ha XPOMATOrpaMme
HCNBITYEMOIO  pacTBOpa, NPHIOTOBAEHHOTD IUIA  KORMYECTEBCHHOND
ONPEACIEHHS, NOIDKHO COOTBETCTBOBATH BPCMCHM YACPKHBAHHA HKA Cootpercrayer
HHTAPHOMH KACIIOTH HA XPOMATOrPAMME PACTBOPA CPABHEHM,
(BOXX, I'p PD¥)
Bpents ynepicusanus nukos HUKOTHHAMHIA § HHO3HHA Ha XPOMATOrpavMMe
- HHKOTHHaMHN WCHBITYEMOrO  PacTBOPA, MPHIOTOBAGHHOTO A0S  KOMHYECTBEHHOID Coorsetcrsyer
- HHO3HH ONPCACACHHA, NODKHO COOTBETCTBOBATL BPEMEHH YAEPHMBAHWA IHKOB
COOTBETCTBYIONINX BEUIECTB HA XPOMATOIDAMME DPAaCTBOPA CpABHEH:s,
(BIXKX, T'D PD*)
- ACHTENE A30pyHHR ChexTp nornomeHus Hensryemoro pacTsopa B obnactv or 350 o 550 um
gapmyasun) (I];yiﬁn) AOMKCH MMCTh MAKCHMYM NOTIOUICHNA TIDH JUTHHE BOMHB (520 + 2) nv, Coorsercrayer
(Crextpodoromerpus 5 ynsTpadmoneoBof 1 BIIHMON obmactax, ' PO*)
3. Pactopenue 1-5 cranus - ne Gonee 10 % SHTApHOH KHCIOTE! 38 60 MAH. 0,05-0,5
2-1 cramus - He Menee 75 % (Q) naTApHOM KHCNOTHI 22 45 MuH. 90-95
(T'd Po*)
4. PoficTBEHHEIE IpHMECH:
* FHOIOKCAHTHH, IYRHOSHH Cymmapuoe conepxanne 8 1 Tabnerke 1e Gorce 2,5 % ot HoMMHANBHOTO 0,2
ConepannA HHO3HHA. (BIXCX, D PO*)
- HHKOTHHOBAA KHCAOTA Cozepoxatue » 1 Tabnetxe e Gonee 1,0 % or CONEPRAHUA HHKOTHHAMHAL. 0,06
(BOXCX, ' PO*)
- HeHACHTMARIHPOBAHHBIE CywmmapHoe conepanne o cymMbt mnomanei mikos HHKOTHHAMM A ¥
W 2 s Hio3Ha He Goaee 1,0 %, (BIKX, I'd Po) Menoe 0,025
- mOMHpnaBHK Conepsanne b 1 Tabnerxe ue Gonee 0,20 % or HOMUHABHOTO COAEPHKAHHA 0
pufiopnasuna Gocdara narpus. (BINCK, I'd PO*)
5. Mukpo6uonoruyeckas yncTora Kareropus 3 A. (T® PO*)
OBwee aucno aspobusix Gaxrepwuit ue Gonee 107 5 1 - Menee 10
Obwee uncno rpubos e Gonee 1028 | 1. Memnee 10
Otcyrereue Escherichia colis 11, He o6uapyaceno
6. OnHOPONHOCTE A03HPOBaHUS
- pubodnasuna dochar narpus Homxken cooTsercraopats TpeGoBanmusM, (I'd PO*, criocob 1) Cootsercayer
AV=47
- AHTapHAd KHCHOTA Jomxen coorsercrBoBaTs TpeGoanmam. (I'® PO, ciocob 2) Cootsercrayer
AV=32
- HEKOTHHAMMI Hoiken cooTsercTrOBATE TPEGOBAHMIM. (T'® PO*, cnocob 1) Cooteercrayer
AV=10,6
- HHO3MH HomxkeH cooTreTcTrOBATS tpeGosannam. (CO PO*, cnocob 1) CootseTcTayer
AV=85
7. KonuuecTBeHHOE OnpesieneHue
- prboduiasuna pocdar arpus Or 0,0045 110 0,0055 r C17H20N4NaOsP (puBodrasmna docdara 0,0049
Harpus) B 1 Tabrerxe (Crexrpodoromerpus B yasrpadHOneTOBOH
1 BHIEMOH onacrax, 'O PO¥)
- AHTapHAS KHCI0Ta Ot 0,2850 10 0,3150 r C4HsO4 (aHTapHoit kMCnoTH) B | TaGneTke. 0,2923
(BOXX, TD PO*)
~ HHO3HH Or 0,0462 10 0,0538 r CioH12N.Os (MHo31Ha) B 1 TaGnerke. 0.0489
(BOXX, I'd Pd*) :
~ HAKOTHHAMHN Or 0,0231 10 0,0269 r CsHgN2O (nuxoTHHamuaa) B 1 Tabnerke 0.0239
(BOXKX, F'® PO*) t
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Ha koHTYpHO# TUEHKOBOH YNAKOBKE YKa3bIBAIOT:
TOBapHBI 3HAK TIPOM3BOHTENLS, TOPrOBOE HAUMEHOBAHHCE
npenapata ¢ NpexyIpeITeNbHOK Mapkuposkol ®,
NeKapCTBEHHYI0 DOPMY, Conepikanue NeHCTBYIOUIMX
BelLeCTB B OfHOI TabneTke, HOMEP CEPHHM, CPOK I'ONHOCTH.
2)BropuuHas yIaKoBKa

Ha niauxe yKa3biBaioOT:
TOBapHbIH 3HaK, HAHEMCHORAHNE, ANIPec, Ten/daxc
NPOM3BOAMTENSA, TOPIOBO¢ HAHMEHOBAHME NPEnapaTa ¢
HpeRyTpeIHTEbHOH MapKupoBKOHA®, rpyniMpoBOIHOE
HAHMEHOBAHHE TPENapaTs, JeKapCTREHHYIO dopmy,
KonMuecTso TabNeTOK B Y TaKOBKE, COCTAR HA OIHY
TabeTKy ¢ yKa3aHueM HdMMEHOBAHHH ¥ KONHHECTB
AelicTRYIOLINX BEMECTB, [ISPEYEHb BCMOMOTaTe/IbHBIX
BEILECTE U NepeueHb BEIIECTB KHIIETHOPACTBOPHMOH
0601049KH, HOMEp PEruCTPALHOHHOTO YIOCTOBEPEHHS,
HOMEp CepuH, CPOK FOIHOCTH, «XPaHHTh B HEAOCTYHOM
s neteit mectey, «TIpUMEHATE M0 HABHAYCHHIO Bpaya»,
YCIOBHA OTITYCKa, YCNOBIIA XPAHSHHA, crocol TpHMEHEHU,
mTpHXoBO#H Kox EAN-13, papmakon (pharmacode),
[OTIOHATENBHBIE HANMICH: THKTOIPaMMbL, Paclii(poBKa
TTHKTOTpaMM

« W88 nexapcreenuas dopma TBEPIIASD,
« cnocob npumenerna BHY TPb»,
am

« ® ® hapmakoTepanentHIecKas rpynna
METABOJIMYECKOE CPEICTBO».

JloTyCKAeTCA HAHECEHHE CPEICTB HACHTHOHKALMH IS
CHCTeMBI MOHHTOPHHTA [(BIKEHHA IEKAPCTBEHHbIX
npenaparos.

1 2 3

8. Ymakoska Tlo 10 mau 20 Tabnerox B KOHTYPHYIO SYCHKOBYIO YNakoBkY H3 ITo 20 Tabnetok 8
[ABHKH TONMBHHWAXIOPHAHOH H QONBrH AmOMHHHEBOH ANA KOHTYpHOR sucHKosoll
YNAKOBKH. YNAKOBKE M3 TIEHKH

]
5 KOHTYpHBIX AUEHKOBRIX YTIAKOBOK IO 20 rtabnerox, 5 HIA fomr &m0 o
10 KOHTYPHBIX AUEHKOBLIX }IAKOBOK 11O 10 tabnerok BMECTE C i
MHCTPYKIHelt 10 MEIHUMHCKOMY NPUMEHEHHIO NIOMCIIAIOT B NAYKY | o § KoHTYpHBIX SMCHKOB
w3 xapToHa. L% KOHTPONA NEPBOrO BCKPBITHA BHOKOBBIE KlanaHbl YIIEKOBOK BMECTE €
nauku MOrYT OBITh 3aKneersl JTHKeTkamd. [Taukd MOryT BBITh | HHCTPYKLCH 110 [IPHMEHErEE0
crpynnupoBany B Sanaepoi TepMoycanoyHoi nnEHKOH. B NAUKC H3 KApTOHA.
1)[TepsiuuHas ynakosxa.
9. Mapxuposka 1)Ilepsuynas yNaKoBKa, VL :g‘mm%m

YNAKOBKE YKataHhi: TOBapuM
ABAK NPONIBOHTEN, TOPTOBOS
HAHMEHOBAHUC NPENAPATa €
NPERYNPEARTENEHOR
MapkupoRKof ®, NeKapCTReHHAS
dopma, conepranme
NeHCTBYIOWIMX BEWECTS B O HOH
TabneTke, HOMED CEPHH, CPOX
TOAHOCTH,

2) Bropuusan ynakoBxa.

Ha nauxe yxasass!; Toapisi
IHAEK, HAMMEHOBAHHE, APES,
Ten/huxe npoN3BOAHTENA,
TOProBO¢ HEHMEHOBAHNE
npenapara ¢
npeAynpeaHTeabHON
Mapxuposxod &,
[PYIIHPOBOYHOE HAUWMCHORAHNE
npenapara, fexapeTpeHHaR
HopMma, KOIHIECTBO abnerox B
ynaxoBKe, COCTAB HA OINY
TalneTKy ¢ YKasaHueM
BAMMEHOBARHH B KOMHYECTD
AeHCTBYIOMMX BELIECTR,
nepedeHs BCHOMOTATENBHBIX
BEHICCTS ¥ NEPEUCHE BEINECTD
KALICMHOPACTROPHMOH
0BonouKH , HOMEp
PErHCTPAUHOHEOND
YZIOCTOBEPEHHA, ROMCP CEPHE,
CPOK FO/IHOCTH, «XPaniTs B
HEADCTYTHOM JUI ZCTCH MECTEN,
«[IpHMERNTS N0 HATHAYEHMIO
Bpavaw, yoloBua OTNyCcKs,
YCAOBHA XPAHCHNHL, cnocol
npMMeHeHNAs, WTPHXOBOH KOA
EAN-13, dapmaxon
(pharmacode), AONONHUTENLREE
HALTHCH: THKTOrPAMMEL,
;ﬁ:umbpmn OHKTOrPaMM

-Emapmeum fopua TBEP[AAS,

:crsocuﬁ npusenenis BHYTPba,
=
ax

$APMAROTCPANTETHICCIAR FRyTIna
METAEQJHMECKOE CPEACTBON.

HaneceHo CPEACTBO
HACHTHGHKALIME IS CHCTEMH
MOHHTOPHETA JIBHKCHHA
NEKAPCTBEHNLIX MPENAPaTOs,

10, Venopus XpaHeHUs ¥ Meph
[PEeROCTOPOKHOCTH

B 3aMIIEHHOM OT CBETAa MECTE IIPH TEMIIEpaType HE BRILES
25 °C.

B 3amuiEHHOM OT CBETa
MECTE TIPH TEMIIEPATYpe
ne seime 25 °C

11.Cpok roiHOCTH

3 ropa

3 ropa

* _ neiicTBytomee u3fanne I'oCy1apcTBEHHOM dapmaxonen Poccuiickolt Denepalnn

3axmouenue: coorsercTryet Tpebosarmam HII JIC-001 767-010419, U3m. Ne 1
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A. B. Crox

- A. H. ©&nopora

C. . Cropuk




000 “Hayuno-rexnonoruyecias $apmanesTHyeckan dupma “HOJJHCAH?

Paspemenye na peammsaunro Ne

Haumenosanue

Dopma BEHIYCKa

MHH

PY Ne

HopMmaTusuas nokymentanms
Homep cepun

Pasmep cepun

Konuuecrso mocne KOHTpOMIS
Ne Anamurnueckoro nmacnopra
Tozen no
Hpexnpustae-nponssomurens

Hpempustae-ynaxosnmx

00000595 ot 27.07.2021

OUTODJIABUHH® TabAeTKH, HOKPLIThIe KHIIeYHOPACTBOPHM O
obosoukoii Ne 100 Pocemiicicasn Peneparun

KOHTYpHAs seKopas ynaxoska 20 x 5 (11agxa kapronmas)
Hnomnﬂlmcernnamn,u+!’n60¢naaﬂn+ﬂmapnaﬂ KHEJ0Ta
JIC-001767

JC-001767-010419 uam. Nl

1080621

9 644 ynx

9 633 ynx
513
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000 «Hayyno-Texnonornueckas bapmauenTHeckas pupma
«ITOJTHCAH», 192102, Poccuiickas Dexepanus, r. Canxr-Tlerep6ypr,
ya. Canosa, 5. 72, k. 2, aut. A

000 «Hayuno-rexnosornyecias bapmanesTHYeckan Pupma
«IOJIHCAH», 192102, Poccuiickan Denepanns, r. Canxr-Ilerep6ypr,
ya. Canosa, 1. 72, k. 2, aut. A

AHAIA3 NPON3BONCTReRAOH AOKYMEHTAUHH

Mocke na cepuro nposepeno da
Hocwe na cepaio oxobpeno Ha
Kpurnueckne orknonenus OTCYTCTBYIOT Ha

Cepan HpoOM3Beena u npoxomponnponana B COOTBETCTBHH ¢ NMNeH3IweH Ha NPpOM3IBOACTBO
JIEKAPCTRERALIX CPEACTE, TPe6OBARUIMHE PETACTPAUKOHAOTO NOChe, TPeGOBAHMUIMY OpraHu3aumu
NPOH3BOJCTBA H KOHTPOJIS KAYECTBA JEKAPCTBEHHBIX CPeACTR (npasua GMP), a Taxxe MHBIMH
TpebopanuamMu ReHCTBYIOUIEr0 3AK0HONATE L CTRA,

Hpoayxums paspewena x peanmaaumnn

Ynomomouensoe JIMLO

Havanpuuk oraena

Crenanosa M.C.

(nomKHOCTE)

(monmmcs) (pacumporka noammcy)

Honoxenue o nnue, OTBETCTBCHHOM 3a BRITYCK CepHu (Ynonnomouernom nuue no KayecTBy), aata yra. 11.01.2021







