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OBLUECTBO C OrPAHMYEHHO#M OTBETCTBEHHOCTbIO
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AnanaTugeckuii nacmopr Ne 399

192102, Caukr-Nerepbypr, yn. Canosa, 72, kopn.2, aut. A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

PACTBOP A1l BHYTPHBEHHOI0 H BHYTPHMBIIETHOr0 BBEAEHHSA

(ammyma) 2 Ma x 5 (nauxa KapTOHHAaA)

aTa M3TOTORJICHHA: anpens 2021 r.

P N001049/03

(Bmsyansumiii Meton, D PO*)

ITokasarens TpeGosanus HJI P N001049/03-091118, u3m. Ne 1 Jaunsie ananuza
1 2 3
1. Onucanye Ipospaynas xuaxocTs *&TTOTO 1BETA IMpo3spaunas xuakocTs

XENTOro 1BETA

2. IoanpunocTs:

. CHEKTDH  ROFIOWEHHT  HCRBITyeMoro pectsopa H pacTeopa
HYKCYCHAA KHCIOTA
e cpastenus (b) » ofnacTw ot 340 no 450 HM momKHE mMers CootBercTByIOT
MAKCHMYMBLI H MHHEMYMB TIpM OJHMMX H TeX xe JIIMBAX. BOAH
{CnextpodoTomMetpas B yIbTpadHoneTOROR H BUIAMOIN ofnacox,
I'd Pd¥)
Bpems  ymepwusamms ocwosmoro mmxa ma XpOMETOrpamMme Cogmmmye'r
HGITLITYEMOTO PACTEOPA, NMPHTOTOBACHHOIO ANA KONHYECTBEHHOTD |
ONPENCNCHIA, HO/DKHO COOTHETCTBOBATE BPeMeHH YACDRHBAHEA
OCHOBHONO TMKA HA XpOMATOrpaMMe pacTeopa cpastcHis (b)
(BIXX, I'd PD*)
. Homutyemsiit pactaop, npuroTomnemuul ANf KOJHYECTREHHOTO
COCZMHEHUA AKPULOHOBOTO pija y BETC
- i OTIPEACHICHHA,  HMEET  XapaxTepHyio duoneroso-camioin Coor rOYRT
TOMHHECLIEHIMIO
(Busyansusii meroz, I'd PO*) .
- METTIOMHH FlaTHo posoBaTo-opankesoro usera MET/IOMHHA Ha XPOMATOrpaMme
(N-MeTIITmOKaMHH) HONLITYEMOr0 PacTsOpa MO NONOMEHMIO, OKDACKE M BenMquye pucyrcrsyer
AOIGKHO COOTBETCTEOBATE NATHY
- MCTTOMHHE HE XpOMaTOrpaMme PACTBOpA CpaBHEHMA
(TCX, I'd PO™) :
3. Ipo3paunocTs Jomken 6uITE HOpo3pavHeM (' PO*) ITpospaunsit
4. pH Ot 6,5 10 8,0 (ro po*, NOTEHUMOMETPHYECKH) 7.8
5. MexaHmueckue BRIOYeHHS:
B BHIHMEIE MeXaHHYECKHe Homxken cooreercrBoBaTS TpeboBanuam Coorsercrayer
BRIIOYEHUA (Mo PO*, Busyansusit Metoz)
Cpeanee wucno wacmiy pasmepoM 10 MM u Bonee He momxHo 10 MM 1 Gosee — 14
. AIAMEL npeesnuars 6000 B ogHoM ammyse, CPCIHES YHCAO NACTHL PasMEpOM Ha aMmmymy
i : © MexaRIRCCkHe 25 MM K Gofiee He A0IDKHO npessimarts 600 B 0as0# amMnyse (TG Po*, 25 Mxm 1 Gonee — 1
BKIKYECHUA Mevon 1) Ha aMnyay
6. PoacTeenHble NpuMecH Enunminas HEMICHTHOHINPOBARHAL IPHMECE — Menee 0,1
He Gonee 0,20 % (BIUCK, Td Pd+)
Cymma opumeceit — He Gonee 0,50 % (BIXX, I'd PO*) Menee 0,1
7. MasnexaeMuili 06bEM, M He menee HomanansHoro (N'd Pd*) 2,1
8. BaxTepHabHble IHIOTOKCHHEL, IpenensHoe conepxanue Menee 0,5
ED/Mr akpHnosyKCcycHOH KHCIIOTED He Gonee 0,5 (TP PP*, meron A)
9. CrepunsaocTs HomxeH GbITh CTEPHITEHBIM Crepunbugiii
(I'® Po*, MeTox npsMoro mocesa) CEPMA BINYLIEHA 1D NapaMeTpan
10. Komuuecrsennoe onpeaenenne Or 118 no 131 mr/mn CysH;1NO; 124
(axpuaonykcycHolt xiucnoTs) (BIXX, T'd PO*)
Ot 87 no 106 Mr/Mn CH;sNOs 96
(N-metmArmOKaMAHA) (TurpHMeTpus, 'O PO*)
11. Vnaxosxa ITo 2 ma B amMnty s M3 kopruHeBOTO CToKNA, Tlo 2 Mt B amnynax w3
KODHYHEBOTO CTEKITA.
Ha amnyny naknensator 9THKETKY CAMOKICAIIYIOCA. H Bty mcances sisseraa
Ilo 5 ammyn nomemaor » KOHTYPHYIO A9¢HKOBYIO YIIaKOBKY O ——
U3 MICHKH NONMBHHMIXIOPUIHOMN. Koutypuyio A4eHKoByi0 3 aMmyn nomemiens
YIAKOBKY TEPMOCKIEHBRIOT C NNEHKOH NOKPOBHOMN HAK KOHTYpHY:0 smcHikosyio
i YNAKOBKY H3 ANEHKH
(onvrofi amoMuuKeBof HIK OCTABASIOT OTKPBITOH. O BHRHTXAOPHIHOR,
1 kouTypHYIO A4efiKOBYI0 Ynakosky BMecTe ¢ HHCTpYKUMeH Koutypuas suefixosas ynakosxa
[0 MEAULIHHCKOMY NPHMEHCHUIO TIOMEILAIOT B nayky u3 TepMOCKIeEHa
€ DnEHKOR NOKPOBHOH.
kapToHa. I xoHTYypHas suelikopag
Haz xourpoins neproro BCKPBITHA OOKOBEIE KIANAHBI IAYKK YNaxOBKa BMECTE ¢
MOTYT OBITh 3AKJCEHE! ITHKETKAMH. MHCTPYKUHEH N0 TIPHMEHEHRIO
TIOMEUICHA B 11a9Ky M3 Kaprona.
TpeGosanns HI x ynakonxe
cofmonensi.
HHC-KO-2000-0160 «KoHTpons npouspenenol npolykuymy, Bepcus 10. Nara spesenns: 10.03.2021




NpeyIpeATeNbHOX MEDKHPOBKOH ®, KOHUEHTPALHIO
p Mr/Mi, 06BEM B MIJUTMITHTPAX, HOMEP CEPHH, CPOK
TOIHOCTH, JIEKApCTBEHHYI0 (hopMy.

2) TIpomexyTouHast yIAKOBKA.

Ha mnésxe MOKPOBHOH WK QOJBre ATOMARKCBOH
yKa3BIBAIOT: TOBAPHbIH 3HAK MPOM3BOHTEA. Ha
KOHTYpHOH m4eHKOBOH yNaKOBKe, CKIeeHHOH ¢
doneroit AMOMHHUEBOH, AONONHUTENLHO YKAIHIBAIOT
HOMED CepHH H CPOK FOJHOCTH.

3) Bropu4Has YHaKoBKa.

Ha nauKe yKa3hBaloT: HAHMEHOBAHHE NPOM3BOIHTELA,
ero TOBapHBIH 3HAK, azipec, Tell./(paKc, TOprosoe
HAaUMEHOBaHKE JIEKaPpCTBEHHOTO npenapara ¢
NpenyIpeATeNEHOR MapkupoBkol ®,
pYNNHPOBOYHOE HAUMEHOBAHHE JIEKAPCTBEHHOIO
npenapara, JIeKapCTBEHRYIO QOPMY, KOHIEHTPALMIO B
Mr/mit, 00bEM TpeniapaTa B MUITHIHTPAX, COCTAB ©
yxasam&eu HAUMEHOBAHMA H KOJIMYECTBA
NeficTBYIOLIEr0 B BCIOMOTATE/IbHOrO BEIIECTB,
YCNOBHSA XpaneH!A, «J [PHMERATH 110 HAIHATCHHIO
ppauan, «XpaHHTh B HEJLOCTYITHOM A nereit mecrely,
«CTEPUJILHOY, yc10BHS OTIYCKE, crocob
TPAMEHEHHA, HOMED PErHCTPALOHHOr0
yIOCTOBEPEHHS, HOMEP CEPHH, CPOK FONHOCTH,
KOJIHYECTRO aMITyJl B YOAKOBKe, IITPHXOBOH KOX EAN-
13, papmaxon (pharmacode), rpaduaeckoe

usoGpakenne aMmysiel , TONOMHUTENbHbIE HALMHCH:
NHKTOrpaMMBl, paciidpoBKa IMKTOrpaMM
«@nexapcTrennas dpopma KUIKA»,

@k crioco6 npumenenys BHYTPUBEHHOY,

«aa crioco6 mpumeneims BHY TPUMBIIIEYHO»,

« | papmaxorepaneriueckas rpynna [IPOYHE
UMMVYHOCTHUMYJISITOPbI». lomyckaeTcs
HaHeCeHHe CPEeCTB VMIEHTHQHUKAIAH LIE CHCTEMBI
MOHHTOPHHI4 IBIKEHHA JIEKAPCTBEHHBIX NPENapaTos.

1 2 3
1) Meppuynas ynaKoeKka.
12. MapkupoBKa 1) lepuunan yNAKOBKA. | B .
Ha aMnyaxX Ha CAMOKNEAUICHCA STHKETKE VKAIBIBAIOT: | sruxerxe yKasaus: ToBapHuil 38aK
TOBAPHBIA 3HAK MPOH3BOATEILL, TOPrOBOE NPOU3BOAKTEAS, TOProBOE
HAWMEHOBAHKE NEKAPCTBEHHOIO
HauMEeHOBaHHE JEKAPCTBEHHOIO Npernapara ¢ TpenapaTa ¢ HpeAyMpeRHTens ol

Mapkupoexol ®, KOHIEHTPAES B
M/, 06EM B MIUUTRITHTDAX,
HOMEp CEpHH, CPOK FOAHOCTH,
nexapcreennai Gopma.

2) Np YTOIHAR Y

Ha nndke nokpOBHOR YKaauL:
TOBBDHbIH JHAK NPOHIBORHTENA.
3) Bropauxas yNakoBKa.

Ha nayxe yKasaHsl: HAEMEHOBAHHE
NPOHIBOAHTENA, Er0 TOBAPHEI
3HaK, aapec, Ten./gaxe, Toprosoe
HAWMEBOBAHNE NEKAPCTBEHHOID
npenapara ¢ NpeNyNpeRRTeNnbHOR

B HEOCTYNHOM JUIA NeTeh
mectel», «CTEPHJIBHO»,
YCAOBRA OTIYCKE, COCO6
NPHMEHEHHA, HOMED
PErHCTPALMORHOTO
YAOCTOBEPEHNA, HOMED CEPUH,
CPOK TOAHOCTH, KONAYECTBO
AMAYN B YAKOBKE, WTpHX0BOi
kon EAN-13, dapmakon
(pharmacode), rpadraeckoe

n3obpaxense aMimynst l
AONONHUTENEHEE HANMMCH:
AHKTOTPaMMSI, paciungposxa
TIHKTOTPAMM

wnexaperaesnas popma HHIKAD,

Haneceno cpeacTso
BAeHTU(HKAUHR JNA CHCTEMB
MOHMTOPHMHTA NBHKEHRR

TBEHHLDX IPENAPATOS.

13. Xpanenue

B samiaImeHHOM OT CBETA MECTE NpH TeMTcpaType ot 0 10 25°C.

B 3amumEHHOM OT CBETR
MecTe npy Temneparype o1 0
_1025°C.

14, CpoK roiHOCTH

5 ner

5 ner

* _ nedicTayiomee u3nanue ['ocyaape

TeenHoO# Mapmakoren Poceuiickoit Denepauuy

3aKMOYeHHE: COOTBETCTBYET TpeOOBAHNAM HJIL P N001049/03-091118, u3m. Ne 1

JlaTa BBIIaYH NACTIOPTA: 20.05.2021

f 3asexyromuit KAnJI

Hauansuux OKK

JlupexTop Mo Ka4ecTBy

Cpok roguocTs 1o: 04 2026

Cankr-MNetepbypr %/
HayuHo-TexH=ononueckas
GaPMALSETAMBCHES Dripva

«MNONUCAHD»

ONs QOKYMEHTOB

C./

HHC-K0-2000-0160 «KoBTpOIb TPOW3BEAEHHOA NPOAYKIIHM», BEPCHA 10. Jlara Beepenns: 10.03.2021

A. B. Cxok

A. W. ®Enoposa

—~ # C.H. Cxopuk




000 “Hayuno-TexHonornueckasn papManeBTHIeCKAS Pupma “TIOJITMCAH”
Paspermmense Ha peamusawmo Ne 00000428 ot 26.05.2021

HaumeHopaHue IHKJOPEPOH pacrsop A% BHYTPHBEHHOT0 H BHYTPHMBIIIEYHOTO
BBejeHns 125 mr/ma, 2 ma, o5, Poccniickas ®egepanus (TéMHoe
CTeKI10)

Popma Beimycka asny;aa 2 M X 5 (mauka KapTonnas)

MHH MErNIOMHHA AKPHAOHALETAT

PY Ne P N001049/03

HopMmarnBHas noxymenTanus P N001049/03-091118 uam.Nel

Houmep cepun 80421

Pasuep cepuu 44 798 ynk

Konudecrro nocne KoHTpons 44 712 yar

Ne AHAAMTHYECKOTO MAcHopTa 399

Tonen no 04 26

IIpeanpusaTae-npoussomuTens 000 «Hayuno-TeXHOTOTHYECKAN PapMaNeBTHIeCKAs hupma

«ITOJTHCAH», 192102, Poccuiickan ®enepamus, r. Cankr-Ilerepbypr,
ya. Canopa, 4. 72, k. 2, anT. A

IlpennpusaTHe-ynakoBmux 000 «Hayauo-trexnonoruyeckas hapmManeBTHIECRAS $upma
«I1OJTHCAH», 192102, Pocchiickas ®enepauns, r. Canxr-Ilerep6ypr,
ya. Canosa, 1. 72, k. 2, AT, A

AHATH3 NPOM3BOACTBEHHOM JOKYMCHTALHA

Hocke Ha ceprio Mporepeno da
Jocbe na cepHio o1o6peno Oa
Kpurugeckne oTKIOHEHAS OTCYTCTBYIOT da

CepHfl NpoH3BeeHA B NPOKOATPOTHPOBAHA B COOTBETCTBRH ¢ JHICH3MeH Ha HPOM3BOACTBO
JIEKAPCTBEHHBIX CPEACTB, TPeGOBANHAMH PETHCTPANAOKHOrO J0Che, TPe6OBARHAMM Opras3aluy
UPOH3BOACTBA B KOHTPOJA KAYeCTBa JIeKADCTBEHHBIX cpeacTe (npasray GMP), a Taxke HHBIMH
TpeGoBanAAMH NefiCTBYIONIEro 3aKOHOaATENBCTEA,

Hponyknns paipemena K peajn3amun

YnonaomoyerHnoe miuo

Havansnuk oraena \ Crenanosa M.C.

(HOMKHOCTD) {troxfiics) (pacumposxa mosHcu)

[onoxenne o muue, oTRETCTREHHOM 33 BRITYCK cepHu (YNOAHOMOUCHHOM JTHLE IO KaYeCTRY), JaTa y18. 11.01.2021







