WMHTennekr Ha 3auwmre
340poBbs

® NoOJZIMCQOH

AnanuTHyecknii nacnopt Ne 1044
Ipenapar: IMUTODJABHH®, PAcTBOP 1Sl BHYTPHBEHHOT O BReIeHuS

OBLUECTBO C Or PAHMYEHHOM OTBETCTBEHHOCTbi‘O
«HAYYHO-TEXHONOMMYECKAR DAPMALEBTMYECKAA OMPMA «NONUCAH»
192102, Canm-l‘letepﬁypr, yn. Canosa, 72, kopn.2, AMT.A,

Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

Cepus: 13821021 P N003135/01
®opma BeITycKa: (ammyna) 10 ma x 1 (mauka KapTOHHas)
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IokazaTenn TpeGosanna HJ P N003135/01-220319, u3m. Hannpie
Ne 1, m3m, N 2, uam. Ne 3, m3m. Ne 4 aHa/TH3a
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1. Onncanue [Mpospaunas xuaxocts x&rroro wsera Ipo3spaunas xunkocts
(Busyanbumit Meroa, I'd Po*) XKENMTOrO 11BETa
2. IloanuBHOCTS:
- pubodp CrexTp nornomenus HCTIHITYEMOTO pacTsopa, Cootsercrayer
pH asHHa pocdar Hatprs TIPHIOTOBACHHOID 14 KOMYECTBEHHOTO onpeaeaeHns, i
TOMYSEHHEIA Ha CNICKTPOGOTOMETPE B KIOBETE ¢ ToMMHORH cnos
10 MM 8 o6nacm or 300 10 550 rm JOIDKEH HMETH MAKCHMYMBI
NpH (445£2) uM 1 npH (37342) nm (Cnem'pofbmnuerpux) .
Ha xpomatorpammax HCILITYEMOTO PACTBOPA AOIKHE
NPHCYTCTBOBATE /TBA OCHOBHBIX THKa, COOTBETCTBYIOIHX No
- AHTapHaA KHCI0Ta BPEMCHAM YACDKHBAHHA [THKAM HHO3HHA ¥ HHKOTHHaMHJa .
- METIIOMHH (enexTpodoTomerpimeckoe ACTEKTHPOBaKHE TIPH 254 1), 1 Cootsercrayior
ABa OCHOBHLIX THKA, COOTBETCTBYIOLIMX 110 BpeMeHam
- HHOSHH YACPKHBAHHA NHKAM AHTAPHOR KHCHOTH H METIOMHHA A
- HHKOTHHaMH (pedbpaxromerpuyeckoe ACTEKTHPOBAHKE), Ha XPOMATOrpaMMAaX
pacTeopa cpasrenns (a) (BIWX) - g )
3. pospaunocTs Homxen 6bite npospayHbiM (TP PG Ipospausnmiii
4. pH Ot 6,0 10 7,0 (T'® P’ NOTEHIHOMETPHIECKH) 6,7
5. M3rnexaemblit 06bEM, M He mMeHee HomunansHoro (o PoY) 10,0
6. Mexannyeckne BKmoYeHus
- BHIMMBIE MEXAHHYECKHE BRIIONCHHS Romxen cootsercraoams TpeboBaHHaM Coorrercryer

= HCBHINMBIE MEXaHHYECKHE BKIIIOYCHHA

(I'd PO*, Busyansusii)
Cpeanee uncno wactuiy pasmepom 10 mkm H Gonee He nomkHo

10 mxm 1 Bonee — 10

npesbimate 6000 B onHON AMIyJIe, & CPEJIHEE YHCNIO YacTH Ha aMnyny
PasMepom 25 mkM u Gonee He A0RHO npessitats 600 B oasoi 25 MKM H Gonee —2
amiyne (T® PO", meton 1) Ha ammyny

7. Poncteennbie npuMech:

- THIIOKCAHTHH, TYaHO3HH Cymmaphoe conepxane ne Gonee 3,0 % or 0,5
HOMHHAILHOTO CONEPKaHUA HHO3MHA (BIXOO)

- HHKOTHHOBAA KHCJIOTa He Gonee 3,0 % ot HOMUHANBHOTO COlepKaHHS 0,1
HHKOTHHAMHIA (BXX)

- HEHAeHTHHUMPOBaHHLIE NPpHMECH Cymmaproe COlNCpXaHHe OT CyMMBI Nowmaseit 0,06
MTHKOB HUKOTHHAMM/Ia H HHO3MHA He JO/DKHO
npeseiware 2,0 % @30

- momMuQIaBHH He Gonee 0,20 % ot HOMHHABHOTO CONepKaHHs 0
pubodnasuna docdara HAaTpHA (B3XX)

8. BaxrepHansubie IHIOTOKCHHBI Ipenensroe conepxanne ne 6onee 17,5 ED/mn Mesnee 17,5

(I'® PO, meron A)
9. CrepunsHocts Jomxen GITE crepunbimvM Crepunsabiii
(I'® PO", meton memBpansoi buasTpaium) .

10. Konmuecsennoe onpeaenenne ot 0,0018 10 0,0022 r/ma C17H20NsNaOoP 0,0019
(pubodnasuna pocgara HaTphsn)
{Cnﬂx!poclwmmupm)
ot 0,090 110 0,110 r/ma C4HsO4 0,100
(aHTapuo# knenotsr) (BOXX)
or 0,1485 10 0,1815 r/ma C7H17NOs 0,1657
(Mermomuna) (B2XX)
ot 0,0180 a0 0,0220 r/mn CioH12N4Os 0,0199
(Ho3HKE) (BOXCX)

ot 0,0090 10 0,0110 r/vn CsHsN20O 0,0099

(HuKoTHHAMMIA) (BIXX)
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11. Ynaxopka Tlo 10 M B aMmyJThl KOPHIHEBOrO CTEKIE. Tio 10 mn  ammynax

KOPHYHEBOIO CTEKNA.

Ha amyJTy HAKICHBAIOT ITHKETKY CaMOKJICALIYIOCH. 2 guisinny

[To 5 My NOMELIAKT B KOHTYPHYIO ACHKOBYIO JTHKCTKR CaMOKNCATASE.

YTAKOBKY U3 TUILHKH nonuMepHoH. KOHTYPHYIO [10 $ AMITY NOMEIIEHH B
KOHTYPHY0 R9EHKOBYI0

A4eHKOBYIO YNAKOBKY TEPMOCKIEHBAIOT C nnEHKoH s s

nokposHo# WM $oibrok AMOMHHKEROH, HIIH OCTaBIIAIOT
OTKPHITOH.

1 wim 2 KOHTYpHBiE AMCHKOBBIC YNAKOBKH BMECTE c
MHCTPYKUHCH 110 IPHMEHEHHIO NIOMCIIAOT B KapTOHHYIO
nagxy.

114 KOHTPO/IA NEPEOTO BCKPBITHA GOKOBBIE KIanaHbl
[1auky MOryT BLITE 3aKIeeHbl C ABYX CTOPOH ITHKETKAMH
WIIM TEPMOCKJIEEHB!.

nonuMepnoil. KorTypHas
gueikopas YNakoBKa
TEPMOCKNCEHA © nAEHKOR
NOKPOBHOH.

2 KOMTYPHHIX A4eHKOBHX
YDAKOBKH BMECTE C
uHCTpyKumelt no
NPHMEHEHHIO NOMELLICHN B
KApTOMHYIO NATKY.

12. MapkupoBKa

1) Neperynas yNakobka

Ha aMnyniax Ha CAMOKIIEAMCHCA ITHKETKE YKAIBIBAIOT:
TOBApHEU 3HAK NPOH3BOJKTEIA, TOPTOBOE HaWMEHOBAHHE
NICKAPCTBEHHOID NIPEIIapara ¢ HpeAYpEIHTEBHON
MapKHpoBkoH ®, 001EM B MALTAIHTPAX, conepKaHHe
NEACTBYIOMMX BEHIECTB, HOMED CEPHH, CPOK MOJHOCTH,
nexapcTBeHHyio GopMy, NOTYCKACTCR HaHeceHue papmakona
WIH TEXHOTOTHYECKOH METKH.

Ha aMmynax JOMyCKAETCA HANHYHE UBETHEIX KONELL

2) lpoMexyToOIHAS YNAKOBKA

Ha nnéHKe NOKpOBHOR YKA3HBAIOT TOBAPHEIA 3HAK
nposssoanTens. Ha onere AMOMHHHEBOR YKa3bIBAKOT!
TOBAPHbiH 3HAK HPOHIBOAMTENS, HOMED CEPHH, CPOK TOIHOCTH.
3) Broprunas ynakopka

Ha nayke yKasbiBaiOT: HAHMEHOBAHHKE OpPOHIBOIMTENA, €0
TORApHLIT 3HAK, AAPEC, TEN./PAKE, TOPrOBOE C
NpeIyNpeaMTeNsHOH MapkHpOBKOH ® W rpynNNUpoOBOUHOS
HAMMEHOBAHHA 1eKaPCTBCHHOTO TIPENAPaTa, ICKAPCTBCHHYIO
(opmy, 06BEM NPEnapaTa B MAJTHAHTPAX, COCTaB, YCIOBHA
xpanenn, « IpHMEHATS N0 HAIHAYCHUIO BPAUD), «XpanuTs B
HELOCTYTIHOM 1A peTel mectety, «CTEPHIIBHO», yenosua
OTIIYCKa, CIOCO0 NPUMEHEHHA, HOMED PErHCTPALIMORHON
YIIOCTOBEPCHHA, HOMED CEPHH, CPOK TOHOCTH, KONH4ECTBO
AMIYJI B YIIAKOBKE, mTpuxoBoi kox EAN-1 3, bapmaxon

(pharmacode), rpaduueckoe miobpakerine ammyis &,
TIHKTOTPaMMBi, paciuH(pOBKa MHKTOTPaMM

:c_. nekapetsentias dopma PACT! BOP U1A
BHYTPHUBEHHO!I O BBEJAEHH»,

« : cnoco6 npumenenns BHYTPUBEHHO KAIEJBLHO B
PA3§E}IEHHH»,
=

« ® ®WpapMaKOTEpENEeBTHYECKAs rpynna [MPOYHE
MPETIAPATHI JU14 JIEYEHMA 3ABOJIEBAHWIA HEPBHOM
CHUCTEMbi».

JIOTTyCKaeTCR HAHECEHHE CPEACTB HICHTH(HKALHA [U18 CHCTEMBI
MOHHTODHHTE ABHKCHHA JICKAPCTBEHHBIX NPETNapaTos.

1) Tepawynan ynaxossa.

Ha amnynax na

THXETKE YXASAHB TOBADHBI 3HAK
MPOMSBONMTENS, TOPrOBOE

HEHMCHOBAHNE JIEKAPCTBEHHOTO
WO

P cnp P
MmapkHposkof ®, o B
MHLTHAMTDEX,

BEUIECTB, HOMED
CEPMH, CPOK FOHOCTH,

nexapcTsentas Hopma.

2) TIpoMEXYTOMHAR YNAKOBKA.

Ha nnéxxe NOKPOBHOR yXasaH

prsifi HAK NP

3) Bropussan ynaxoska

Ha nauxe Kasanhl. HAHWEHOBEHHE
£ro ToBapHLIA

3HaK, ANPeC, TeN./PaKe, TOProsoe ©

MpenynpeaNTEALHOR MBpKHPOBKOT

@ W TPYNNHPOBOYHOE:

HRHMEHOBAHHA NEKAPCTBEHNOMD

npenapaTa, NEXAPCTBENHES dopMA,

0BBEM NPENApATA B MKARKANTPAX,

COCTAB, YCAOBHS XPAHEHAR,

« €nocol mpHMEneHIT
BHYTPHBEHHO KATEJBHO B
mggwnm.

& ® W HapMEKOTEPATIESTHUECKAR
rpynna [IPOYME MPENAPATH
JU1A NEYEHHA
3ABOJIEB AHHI HEPBHOH
CHCTEMBI»

13, XpaHenue

B 3aiMI{EHHOM OT CBETA MECTE NIPH TEMNEpAType HE
seune 25 °C.

MCCTE OPH TEMIEpaType He
auwe 25 °C.

14. CpoK TOHOCTH

2 roza

2 roga

*_ neiicTBYyIOLIEE H3AHHE 'ocyfapcTBeHHOM PapMakoneu Poccniickoit Peaepalnu
3aK/TIOYeHHUE: COOTBETCTBYET TpeOOBAHMIM HJI P N003135/01-220319, n3m. Ne 1, u3m. Ne 2,
u3m. Ne 3, usm. Ne 4

Jlata Beinaun nacnopra: 16.02.2022 Cpok roxsocTy zio: 10 2023

/ 3asenyrowmi KAnJI A.C. Bnacosa
Havanennk OKK A.W. ®Enopora
JIupexTop no KayecTsy 2 p C. U. CxopHK

WHC-K0-2000-0160 «KoHTpo/s NPOU3BENCHHOH NPOAYKLIHH?, pepeus 10, Jlata BBEACHHS: 10.03.2021




000 “Hayuno-rexnonoruueckas $apmanesThueckas pupma “TIOJTUCAH”

Paspemenwe va peamsatmo Ne

HaumenoBanue

®opma Brimycka

MHH

PY Ne

HopmatueHas noxymenraums
Howmep cepun

Pazmep cepun

Konuuectso nocne kourpons
Ne Amanutiueckoro nacnopra
Tonen no
Ipeanprstie-nponssoxurens

[peanpuarue-ynakopmux

212 or 21.02.2022

NHTO®PIABUH PACTBOP AIX BHYTPHBERROI0 BBeenus 10 Ma Ne10,
Poceniickan ®enepauns

ammryna 10 mo x 10 (nauka kapronnas)
Hnoawni-Huko'rnna_mm+Pn60¢manu+ﬂmapnan KHCJI0Ta
P N003135/01

P N003135/01-220319 uam. Nel, mam, Ne2, wam. Ne3, wim. Ned

13821021

2918 ynx

2 880 ynk
1044
1023

000 «Hay4no-Texnonoruueckas @apunuenrn#ééxan $upma
«HOJIHCAH», 192102, Pocchiickas Pexepanusn, r. Canxr-Tlerep6ypr,
ya. Canosa, 1. 72, k. 2, aut. A

000 «Hayuno-Texno10rHYecKas bapmanesTHyeckan pupma
«JTOJTHCAH», 192102, Pocchiickas Denepanus, r. Canxr-TletepGypr,
ya. Canoea, 1. 72, k. 2, auT. A

AHaJIH3 NPON3BOCTBEHHOI AOKYMEHTANH

Hocre Ha cepaio npoBepeno Ha
Hoene ma eepmre snobpeno Ha
Kputuueckne orionenns OTCYTCTBYIOT Ha

Cepns npouzsenena n NPOKOHTPOIHPOBANA B COOTBETCTBRM C NANeHINeH Ha TTPOH3BOACTBO
JIEKAPCTBEHHEIX CPEICTE, TPeGoBAHHAMHA PETHCTPAUHORHOTO A0Che, TPEGOBANNAME OPranMIALHH
MPOH3BOCTRA A KORTPOJIA KAa9eCTRA JTEKAPCTBEHHBIX cpeacTs (npasnia GMP), a Taxske WHBIMH
TpeGoBaRHAMH JeficTByromero 3aKOHO/aTe/LCTBA.

Tpoxykuus paspemena k peanusanan

YionHoModenHoe nHLo

Hauansruk otnena

Crenanosa M.C,

(nomxnocTs)

(noammcs) _#1 (pacumdposka moanucu)

Monoxenne o ante, OTBETCTBEHHOM 3a BRITYCK cepHu (VnonHoMoveHHOM JIHUE 00 Ka4ecTrY), aata yTe. 11.01.2021]







