WHTennekT Ha 3awmre
3R0pPOBbA

® NOJINCOH

AHanuTHYeCKH i nacnopr Ne 1043
IIpenapar: HHATODJIABHH?®, PACTBOP 115 BHYTPHBEHHOIO BBe{eHHS

OBLECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOTMYECKAS GAPMALIEBTMYECKAA OUPMA «NNONUCAH»
192102, Canur-Netep6ypr, ya. Canosa, 72, vopn. 2, NUT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

Cepus: 13811021 P N003135/01
@opma Bemycka:  (ammyna) 10 ma x 10 (nauka kapronnas)
Komagectro: 2864 ym.
Hara n3rotornenus: OKTa0pE 2021 .
JanHble anannza
Hoxazarens Tpeboranns HJI P N003135/01-220319, uzm. Jdannable
Ne 1, u3m. No 2, uam. Ne 3, uzm. Ne 4 aHAJIH3a
1 2 3

1. Onucanue

TIpospayuas x#aKoCTs %ETOrO LBCTA
(Busyanereii meton, T'd PO

ITpospaunas xkuakocts
XKEMTOro UBeTa

2. lMoanuuHOCTS:

- puGodnasuna pocpar HATpHA Criextp nornomenms wenbityemoro pacrsopa, Cootsercrayer
TIPHPOTOBJICHHOTO LA KONHYECTBEHHOTD ONpeaeTenns, .
TIOMYSCHHBIA Ha CTIEKTPOBOTOMETpE B KIOBETE ¢ TONMHHOMN Cros
10 mm B o61acTv o1 300 10 550 HM nomKen HMETh MAKCHMYMEI
NpH (445+2) uM 1 npu (3/3+2) i {CnextpooTomerpns)
Ha xpomarorpammax sensrryemoro PacTBOpa [I0MKHB
TIPHCYTCTBOBATH IBA OCHOBHBIX 1HKA, COOTBETCTBYIONIAX [10
- AHTapHadA KHCNoTa BPEMEHAM YACPKHBAHHA MUKAM HHO3AHA H HHKOTHHAMM A
- METJHOMHH (cnexTpodoromerprueckoe ACTEKTHPOBAHHKE 1pH 254 Hm), 1 Cootsercraytor
- JBA OCHOBHEIX MHKA, COOTBETCTEYIOMIHX 110 BPEMeHaM
YACDHKHBAHUA NHKAM FHTAPHOH KHCIOTH H MEFTIOMHUHA
- HHKOTHHaM K] (pedpaxTomerpimeckoe aeTexTHpOBAHNKE), Ha XPOMaTOrpaMMax
pacTsopa cpashenus (a) (BKX) -
3. Hpospaunocts HomxkeH ObITL Npo3pauLIM TP PdY Mpo3spaynwiii
4.pH O16,0 10 7,0 (T'D PO’, TNOTEHIMOMETPHYECKH) 6,7
5. H3snekaeMsiil 06B8m, Ma He MeHee HOMHHATLEHOrO (T'd Pd7) 10,0
6. MexaHnyeckue BKIoYeHHs
= BHIIHMBIE MEXAHHYECKHE BRITIOYCHHS Homken cooTeeTcTBOBATE TPEGOBANMAM Coorsercrayer

= HEBUAHMBIC MEXAHHYECKHE BKIIIOYEHNS

('d PO’, Brayansumii)
Cpennee uncao wactiy pasMepoM 10 MM u Bonee He A0mKHO

10 mxm 1 Gonee — 22

npessimats 6000 B onHol ammyne, a CPCAHEE YHCIO YaCTHIL Ha amnyy
pasMepoM 25 MKM H Gonee He JomKHO npessinars 600 8 omol 25 mxM H Gonee — |
amnyine (TP PP°, meton 1) Ha aMnviy

7. PoacTBeHHbIe MpuMecH:

- FTHNIOKCAHTHH, I'YaHO3HH CymmapHoe cogepxanne e Gonee 3,0% ot 0,5
HOMMHAIBHOTO COAEPKAHHA HHO3HHA (BIKX)

- HHKOTHHOBAA KHCIOTa He Gonee 3,0 % ot HOMHBANBHOTO ComepKanns 0,1
HMKOTHHAMHAA (BIXKX)

- HEHACHTHPHUHPOBAHHEIE PUMECH CymMapHoe comepxanme ot CYMMBI IUTOLIa e i 0,07
ITHKOB HHKOTHHAMMIIa H HHO3MHA He JOIKHO
npessiats 2,0 % (B3kx)

- MoMHpIasHH He Gonee 0,20 % ot noMuHansHoro conepxanus 0
puboguasuna pocdara natpus (53xx)

8. BaKTepHaNbHbIE SHIOTOKCHHDI Hpenensuoe conepxanne ne Goce 17,5 E3/mn Menee 17,5

(C'D PO’, MeTon A)
9. CrepunsHocTs JNomxen 6brTh crepubHsM CrepunbHsii
(T'D PO", meton MemGpannoii dunsrpaumn)

10 Konwvectsennoe onpenenenne ot 0,0018 210 0,0022 r/ma C17Hz20NsNaOoP 0,0019
(puGodnasuna pocdara natpus)
(Cnextpooromerpns)
ot 0,090 1o 0,110 r/mn CaHeOs 0,099
(snTapHoit kncnorsr) (BIXKX)
ot 0,1485 no 0,1815 r/mn C7H17NOs 0,1652
(MermomuHa) (BIXKX)
ot 0,0180 z0 0,0220 r/mn C10H12NOs 0,0199
(uno3una) (BDXKX)
ot 0,0090 510 0,0110 r/ma CsHeN2O 0,0099
(HMkoTHHAMMIA) (BOJKX)
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11. ¥nakoska

TTo 10 Ma B amMny.1sl KOPHYHEBOTO CTEKIA.

Ha aMmyny HAKAEHBAIOT ITHKETKY CaMOKICAIIYIOCH.

o 5 amMITyJI MOMEINAKOT B KOHTYPHYIO A4eHKOBYIO
YNaKoBKY H3 IIEHKH NONMMEPHOH. Koutyphyio
24eHKOBYIO YNIAKOBKY TCPMOCKIICHBAIOT € nnéHkol
noxkporHo# 1K Gonbroi AMOMHUHHEBOM, MK OCTABNAIOT
OTKPHITOH.

Tlo 10 mn 3 amnynax
KOPHYHEBOTO CTEXNA.

Ha ammysy HaKneeHa
ITHKETKA CAMOKNICAIIANCH,
Ilo 5 aMnya NOMETIEHY B
KOHTYPHYIO A4ERKOBYI0
YNAKOBKY M3 MUIEHKA
nonumepnol, Konryphas
#9EAKOBAR YNAKOBKA

| WM 2 KOHTYDHLIC A4EHKOBBIC YTIAKOBKH BMECTE C RWWﬂ ¢ TnénKof
MHCTDYKLUMEH 110 [IPHMEHEHHIO TOMEILAIOT B KAPTOHHYIO ;“x?:w:m'[x ——_—
Ha4ykKy. YTAKOBKH BMECTE €
L1 KOHTPO/IA NIEPBOTC BCKPHITHSA GOKOBEIC KlanaHb! wHCTpyKumeH 1o
Na49KH MOTYT GbiTh 3aKIIEEHE! C ABYX CTOPOH STHKCTKAMA mﬁ":ﬂ‘:’;“““ W
HJIH TePMOCKIIEEH bl
12. MapkHpoBKa 1) TlepeuuBEas yNaxkoBKa 1) Tiepaianan yraxonKa.

Ha aMnynax Ha CaMOKNEAIEACS ITHKETKE YKashBalOT:
TOBAPHBIH 3HAK NPOHIBOJMTENS, TOPrOBOE HAHMCHOBAHHE
JIEXKApCTBEHHOTO Npenapara ¢ npeayNpeAHTELHOA
MapkupoBKoi ®, 00BHEM B MEUTHIHTPAX, CONCPRAHAE
JeHCTBYIOUIHX BELIECTB, HOMED CCPHH, CPOK NOJIHOCTH,
TieKapCTBERAYIO HOPMY, JONYCKAETCH HaHeceHHe dapmaxoaa
HIH TEXHONOTHYECKOH METKH.

Ha aMnynax AonyckacTca HATHYHE UBETHRIX KOIELL.

2) TpoMeKyToOHHRS YIAKOBKS

Ha nnéHKe NOKPOBHOH YKA3IBAIOT TOBAPHbIA 3HAK
npoussoanTens. Ha (onbre amoMuHREBOH YKAIHBAIOT:
ToBapHEA 3HAK NPOHIBOAMTENA, HOMED CEPHH, CPOK TOIHOCTH.
3) Bropu4Has ynakoBka

Ha nauke YKassiBaioT: HANMEHOBAHNWE NIPOH3BOIMTEN, €T0
ToBapHBIH 3HAK, Anpec, Ten./dake, TOproBoe ¢
npeaynpeHTeNbHON MAPKHPOBKOA ® o rpYNIHPOBOYHOE
HAMMEHOBAHHMA NEKAPCTBEHHONO NPENapary, IeKapCTBEHHYIO
dopmy, o0bEM NpenapaTa B MHLIHIHTPAX, COCTAB, YCIOBHA
xpanenns, «[IpHMEHATS 10 HA3HAUECHHIO Bpayay, «XpaHHTE B
HENOCTYNHOM Ana aeTeh mecte!», «CTEPHIIBHO», yenosns
orrrycka, Cocob DPHMEHEHHA, HOMEP PETHCTPALHOHHOTO
YIOCTOBEPEHIA, HOMED CEPHH, CPOK MOHOCTH, KOHYECTBO
ammyn B ynaxoeke, mTpuxosoi kon EAN-13, dapmakon

(pharmacode), rpadimeckoe n3oGpaxcHne aMny/s &,
MMKTOTPAMMBI, PAciiH(POBKA NHKTOTPAMM

«. nekapcTBentan gopma PACTBOP JUTA
BHYTPMBEHHOIO BBEJJEHHS»,

« : cnocob npumenenns BHYTPUBEHHO KAIE/IBHO B
PA}EEIIEHHH».

« ® WhapMakoTepaneBTHYECKas rpynna [TIPOYHE
TPENAPATHI [114 JIEYEHHA 3ABOJIEBAHHH HEPBHOH
CHUCTEMBbl».

JlonycxkaeTcs HAHECEHHME CPEJICTB HAEHTHOHKALMH JUIR CHCTCMBI
MOHHTOPHHIE JIBIPKEHHA TEKaPCTBEHHEIX NIPENapaTos.

Ha ammysax Ha camoknenmefics

CEPHH, CPOK MOAHOCTH,

JNEKAPCTBEHHAR

2) NpomexyToIHas yNakoBKa.

Ha ruséHxe nOKpoBHON yKa3an

pHbiTi 3HAK TP

3) BropHusas ynaxoska

Ha nasxe yKajaHel: RAHMCHOBAHHE

NPOKIBOMTENS, €70 TOBAPHBH

3IHAK, aApec, Ten/dakc, Toproeoe ¢
Ay '

NpEAynp PEEP
® 1 FPYNNMPOBOYHOE
AAMMEHOBAHHI NEKAPCTBEHHOID
npenapaTa, rcxkapcTaetian GopML,
OOBEM NPENapaTa B MAATAINTDAX,
COCTAS, YCAOBHA XPAHEHMA,
«[IpHMEHSTE NIO HAIHANCHINO
Bpatmy, CXPaHATE B HETOCTYNHOM
nns peTedt mecTe!n,
«CTEPHJ/IBHO», ycaosus

urrprxosodi xon EAN-13,
bapmaxon (pharmacode),
rpaduveckoe wiobpaxenne

amyas: B, nuxTorpasMel,
PacHIHPOBKR NHKTOrPaMM

« nexapcTsennas Gopus
PACTBOP 114
BHYTPHBEHHOIO
BBEJIEHHA»,

« : €nocol npuMeHEHHR
BHYTPHBEHHO KAINEALHO B
PA.Sl.!E,ﬂE!Md».

« # % (hapMAKOTEPANEBTHHECKAR
rpynna [IPOMHE ITPEMAPATRI
JU1S TEYEHWA
3ABOJIEBAHHMA HEPBHOH
CHCTEMBI».

Hanecenne cpencTso

HOEHTHOHKAUHH ANA CACTEMM
MOHHTOPHHKIA IBHKEHRY
JEKAPCTBEHHLX NPEnapaTon. |

13. Xpaneuue

B 3aummineHHOM OT CBETa MECTE TIPH TeMNepaType HeE
seie 25 °C.

B 3amMmesHoM OT CBETA
MECTE NpM TEMMeparType He
rame 25 °C

14. CpoK roHoCTH

2 rona

2 roaa

*_ nelicTRytolee Wananue IocynapcTeenHoH @apmakonen Poccuiickoii Menepauyun
Jaxmoyenue: cootsercTByeT TpeGosanmsam HJT P N003135/01 -220319, uam. Ne 1, uam. Ne 2,

u3M, Ne 3, uam. Ne 4
JlaTa Bbinauu nacnopra: 16.02.2022

{
_/ 3aseyroumii KAnJI
Hauansnuuk OKK

JlupekTop No Ka4yecTBy

Cpok rogxocty jo: 10 2023
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Canl -
Ay HOROIECHAR
~ad onpia

Qs QoKymer

HHC-KO-2000-0160 «KoHTpos NPOH3BEACHHON IPOLYKLHNY, Bepchs 10. Jlara BencHus: 10.03.2021

A. C. Bnacosa
A. W. ®&noposa

C. H. CxopHK




000 “Hayuyno-Texnosornveckas papManeBTHYECKAS ¢upma “INOJIUCAH”

Paspemenne Ha peanuzanmio Ne

HaumenoBanue

®opma BHITYCKa

MHH

PY Ne

HopmaTtuBHas RoKyMeHTAIMS
Howmep cepuu

Pasmep cepun

Komiuectso nocne koutpons
Ne AHanmHTHYECKOTO nacnopra
Togen no

[peanpusne-nponssoanrens

Tpeanpuarue-ynakosmmx

211 o1 21.02.2022

HHTO®IIABHH pacreop ans BuyTpuBenHOT0 BBexcHus 10 M Nel0,
Poccmiickas ®enepanus

ammyna 10 ma x 10 (nayka KapToHHan)

Hnosun+Haxoranamua+PuGodnaanun+Surapras xucrora
P N003135/01

P N003135/01-220319 m3m. Nel, nam. Ne2, u3sm. Ne3, wim. Nad
13811021

2 864 ynk

2 826 ynx
1043
10 23

000 «Hayuno-Texnosornyeckas papmaiesTHIeCcKas $upma
«ITOJTHCAH», 192102, Poceniickan Denepaunsn, r. Cankr-Ilerepbypr,
ya. Canosa, 1. 72, k. 2, TuT. A ‘

000 «Hayuno-rexnonornyeckan GpapManesTHIecKas ilmpua
«1OJTMCAH», 192102, Pocchiickan Denepanus, r. Cankr-Ilerep6ypr,
yi. Cajiosa, 1. 72, K. 2, IHT. A

AHAJIH3 NPOH3IBOCTBENAOH 1OKYMERTALMN

Hocre na cepuio npopepeno Ha
Joche Ha cepuo onobpeno la
KpuTHueckue oTknonenns OTCYTCTEYIOT Ja

Cepust MpoH3Beena H NPOKOHTPOTHPORAHA B COOTBETCTRHH ¢ JTRIeHIHel Ha MPOM3BOACTRO
JIEKAPCTBEHHBIX CPE/CTB, TPEGOBAHHAMM PErHCTPANHOHHOrO 10Che, TpeboBaHNAME opranu3anuu
TPOM3IBOACTBA W KOHTPOJIA Ka9eCTBa IEKaPCTBeHHBIX cpecTs (Mpapia GMP), a Taioke HHBIMH
TPeSoBaHNAMH KeHCTRYIOUIET0 32K0OHOAATEILCTEA.

Tpoaykums paspeinena x peanusannu

VY1io1HOMOYEHHOE THIIO

Havaneuuk otnena

(AOmKHOCTE)

(moanwcs) (pacumdposka moamnvicu)

Oa
L/
- Crenanosa M.C.
/

TTonoxenne o nuie, oTBeTCTBEHHOM 33 BRITYCK cepiH (YIONHOMOYEHHOM NHLe no kauecTBy), aata yTa. 11.01.2021







