A

WHTENNEKT Ha 3aWmTe
300p0BbA

® NOJINCOH

OBWECTBO € OFPAHUYEHHON OTBETCTBEHHOCTHIO

192102, Cankr-Nlevepbypr, yn, Canosa,

«HAYYHO-TEXHONOTMYECKAR GAPMALIEBTHHECKAR OHPMA «NOJIMCAHN

72, opn. 2, NMT.A,

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

AunanuTnyecknii nacnopr Ne 502

[penapar:

Cepus: 930521
dopMa BBINYCKa:
Komuuecrso: 749 yn.

Jlata marorosnenus: mait 2021 r.

PEAMBEPHH® pacrsop ann undysnii 1,5 %

HSHHMG AHAJIN3A

P N001048/01

(xonTeitnep) 500 ma x 20 (rapa kapTonHas) (U1 CTALHOHAPOB)

- HEBHIHMBIE MEXAHHYCCKHE BIUTIOUEHHA

(I'® PD*, puzyaneumil MeTol)

B 1 M2 cpemee wicao uacTyi pasmepom 10 MM 1
Bosee HE JIOMAHO NPCBLINAT, 25, & cpeanee YHeno
SacTHIL pasMepom 25 MEM 1 Gosee He J0MKHO
npessimats 3 (IO PO*, meron 1)

Moxazarens Tpebosanns HJL P N001048/01-290319, Hanusie anannia
Ham. Ne 1, Mam. Ne 2
1 2 3
1. Onucanne TTpoapaunan GecuseTHAR KWAKOCTS (Busyansibift meron) | [lpotpaussas GecuseTnas wi/isocrs
2. TToAnHHHOCTS:
- AHTAPHAA KHCAOTA Bpemena YICPKHBANMA OMXOB  SHTApHOW XMCHOTH M CoOTBeTCTBYIOT
- METTIOMMH METIIIOMMHA HE XPOMATOTPAMMAX MCHLITYEMOrO pacTsopa,
HOAYYEHHBIX NPH KOAHYECTBCHHOM ONPEACICHHH, ROMKHB
COOTHETCTBOBATE  BPEMEHAM  YIC[KHBAHWA  TIHKOB
COOTBETUTBYIOMINY BEIIGCTE HA XPOMATOTPAMMEX PICTBOPA
cpasnenua (BOKX)
2 Hantwuse aHasuTHyeckoro CHIHAZA NpH  KOAMYCCTRCHHOM
L i onpenenenuy sarpus (ADC) Dpicycines
Hazusne AHANHTHYECKOND CHIBAAA NPH KOJMYCCTBEHHOM 11
= xaii onpeacaciny kutun (ADC) P
- XA0PHIK XapaKTepRAs peaKiHa
{Kauecrsennas peaxuns EQ** 231, peaking a) L i
- maruuf XapaxTcpHas peaKuns
(Kauecrsennas peaxis, F'® PO*) Honawmrenshas
3. [pospauHocTs Jlomken 6uiTh npospaunsiM (I'D POY) Mpospaunsii
4. LipetHocTs Jomxen Ouith Gecusetsbiv (TP PO¥) BecupeTHblil
5.pH Ot 6,0 10 7,0 (T'® PO*, nOTEHUHOMETPHUESCKH) 6,4
6. MexaHnuecKHe BIMOYCHAN:
- BHAMMBIE MEXAHHYECKHE BRIIOYEHHS Jlomxen cOOTBETCTBOBATE TpeloBannM CooTBeTCTBYET

10Mxkm s Gonee- 181 Ma
25 mxm u Goaee - 1 B 1 Ma

7. Hasnexaemmiil 00bém

B IANKY 0 Xap ua P y
FTHEETIH KONTPORR NEPRONG BCEpslTRg.
Tlo 250 sunw 500 w8 NOHTERMEPR WY EASHKN MBOrOCAOHHOR
Ha xonTefisep P PEHD
S waw 10 xowreiinepos no 250 s 300 Ma smecTe ¢ uucTpyXiel no
# sk #y rodpyp
saprrons {OTayex no penenTy)
32 woureiinepa no 250 wa s 20 xosrefinepon no 500w swecte ¢
Py 0 KOy O .

TAPY WUINK 353 KAp rodp {as ¢ ) K

o P pasc Yy
mmmmmxr,wﬂﬂpe

He menee Homusansnoro (D PO*) 530
8. OcMONANBHOCTD ot 284 1o 347 mOcs/kr (I'D PO*, xprockonnuecknit) 316
9. AHoMasIbHAA TOKCHYHOCTH Jonxen ObITH HETOKCHYHBIM Heroxcrnunbii

{18 KoHTEHHEPOB NOIHMEPHBIX) (' PO*)
10. BakrepuanbHbie SHAOTOKCHHBL Tpenensnoe coaepxanne ne Gonee 0,5 ED/ma Menee 0.5
(T'® PO*, meroa A)
11. CrepunbHocTh Jomken Guith crepunshniM ([P POY) CrepunsHsii
Cepsis BRIIYINEHE N0 DAPAME1 AN
12. Nornomenue 8 Y®-obnacTu OrrygecKas NAOTHOCTL NPENapaTa npy AAHHS 0,001
(1% KOHTEHHEPOB NMONTHMEPHBIX) posbl 280 HM He aomKHa npeskinars 0,2
{Cnexrpodoromerpist)
13. KonnuecTseHHOE ONpeieieHue:
- CYNHMHATH Or 41,4 10 50,6 umomsin (BIKX) 454
~ METIIOMHH Or 40,2 no 45,2 mwons/n (BOKX) 441
~ Mer HATPUA CY Or 13,5 10 16,5 r/n (Pacudrauil Meton) 148
~ HaTpwit Or 132 20 162 mvomsia (ADC) 152
- wammit Or 3.62 a0 4.42 mmomw/n (ADC) 4.0
- MarHHA Or 1,13 20 1,39 mmoaw'a (Trrpuserpis) 1.31
- XBOPHAM Or 98 20 120 mmon/s (Tarpuserpun) 109
Tio 200 s 300 M 8 Gy TeAks CTEXARHIME BMECTHMOCTHIO 250 iwan SO0 Tio 500 redl 3
14. ¥nakoska e e 204 s 00 ' § i b MEDRK i
BMECTHMOCTLI0 250 san 450 Mh, COOTRETCTBERRO, yRYROPENHME Npofxamn oaRONedHHOBOR.
5 pEIL, OFRATIE KOSMEKAMN LUOMHIIEBMMI WIN =
P s o Hameraten Ha xosTefinep METOI0M
Ha Gyrhiany HAKNEHBAKT JTHRETKY CAMOKISHINYIICH. TCPMONENaTH HARECCHa
Kascaywo GyTaasny BMECTE © MACTPYKUBER N0 MESMUMHCEOMY NPRMCHENHIO MAPKHPOBKA.

20 xonrefinepon no SO0 sma puccTe
© HHCTPYKUHAMH DO MEAHUMHCKOMY
DPHMEHEHHK) NOMEIUEHR 8
TRPYONOBYIO TAPY MUIHE W3 KaproHa
rodpuposaruore (1
craumonapos). Kommectso
HHETPYKIMA DO MEARIMACKON Y
OPHMEHEHHIO PARKD KONHYECTEY
NEPBHIHKX YIAKOBOK B MPYTHIOBOR
THpE,

HHC-KO-2000-0160 «Kourpons npousseacHHoll npoaykuumy, sepeus 10. Jara sseaenwa: 10.03.2021
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15. Mapkuposka

§) Hepmwurian ynaxonka
Ha yrumerxe GyTainey yxasnmor:

pHLL IRk,

A3PEC, TEN/PAKS DPOK IBOINTENA, TOPTOBOE HARMCHOBEMHC fnpenapara

¢ NPCAVIPCAHTEIRHO N

LR

pisiposKoil m r 10 dopuay,
¥ ¥ TAX, HOMED COPHM,
CPOK FOAMOCTH, CoCTak, « Teg ®iR oewumpsm 353 nOcwiam,

«CTEPHIIBHOs, « 3H Y TPHBEHHO». sHecsmunnsenocts
BRYTRERNEH ROBEPRROCTH By rhiann e ARTICTOR HPOTHROOORA BN
K APUMEREHIIO BPCnApaTs, YCIORHN xpaneris, «[lonyerseres

SEMOPARHBARHE TPETIADATAR, wmpfmrpumu
YAOCTOBEPEHNE, ITHKTHIPEAMMB [ ]

Ha HtH

AcmycKaeTea

ALHOID TEX, CROTD W

JHYMEpHORD wTpsxkof:a (2D). Aonoanureanna se AToMHHEB
KOAMEHOK MOTYT GMTh| HAMECEHM TORAPHLST TRIX U HATBAMME

IPOKIBOAMTE NS,

Ha onrelinepe yrasmparT: privid Ak, aapec,
TEA/AKS MPOMIBORHTLIIA, TOPIOBOE HAHMEHDBANNE IEPETAPATS
TIPEAYNPEINTERRHON MAPKHPORKOH &, nexapeTaeinno popmy,
KOHUCHTPALGOO0 B HPOLLHTAX, HOMEP CEPHM, CPOK TOANOCTH,
TEXHOMOTHIECKYIO METXY, 00béM 8 Muan cocras,
«Teopenreckan 0oMomprocts 353u0cm/ s, «CTEPHALHO»,
«BHYTPHUBEHHOY, jcaonns xpancwin, «lomycxsercs
SAMOPLKHBAHHE NIDETIAMATAD, HOMED PETHCTPREHORNOTD
YAOCTOBCPCHHA, IPALY HPOBORHYID WEKETY ¢ 1POBLIMHA METRAMMN,
2} Ha navke yrasunaxit TOBIpHLA MHAK, HAHMENOREHIE, aapec,

Ten/daxc nponImOaHTE

A3, TOPrOBOE ¢ NPEAY HPEINTENLHOR

pruponkoil & rpy
dopuy,

nponekrax, cocran, « Toope

HTHOC HAaMMe

N\En B MELUTHANTPAX, KOHEEHTPSIMG B
THHECKAS OSMOASPHOCTS 353 MOcw/ s,

mm;m «BHYTPHBEHHO», yorosus xpancun,

oIty )

FAOCTORCPEHMA, HOMC

CEPHM, CPOK TODROCTH, «XPaniTE B

HEAOCTYTIHOM V14 AcTe i I, «llp TS B0
BN, YCAOBHE OTIYV( KA, mmwi ko EAN-13,

15
wHeCME i

kil & ¥

GyTaamen e

it penapartas, rpaduricckoe

1M, PaCIUMDPOSKS NHKTOTPAMM

pres PACTBOP JULA HHOY IHS,

enocod wmxuu BHYTPHBEHHO KAITENBHOs,

PACTBOPSBL, BJHRIOUIHE

HA BOAHO-JNEKT ?Uﬂu"ﬂi BAJIAHC».
HlomycxacTen saHECEnHe CPLACTS HASHTHSIKALIIN AN CHOTEMM

Haym;rmnmmmw«pmmnw{emxmpem)

YEAIBAKT TOBAP npoc. Ten/dane
mmmmmc;w T PXHP W
FPYTIRHPOBOMHOS HAH penap ap Y ,
ofiuéu B MEATMIHIPAY, KOHUEHTPALMO B NPOLEHTAX, COCTIR,
wTeopermieckan ockonpuocts 353 wOew/ms, «CTEPHILHOS,

PENAPATAN, HOMED PErHCTY HOEO

«BHYTPHBEHHO®, yeaosus xpasesis, yCaosus oTiycsa,
wilonycxsercs

VAOCTOREDERIN, HOME]

HEAOCTYTHOM 278 Aereh mecte!n, allpsvensti no namsscnmo

TBO KOHTEH P o oit xoa EAN-13,

MAHMITY TRUMOMHLIE 113

Honyexaercs e CpeacTs ¢ ANE CHCTEMB
puIra ap peuapatos.
Zlam craponapos. Ha jriurerke rpynnosof yraxossu konrelinepos
{ans cTar POB} YK TRIBANOT PHEIR JHIK, s BAPEC,
Tea/haKe NPOMIBOINTY 1A, TOPIOBOE T MPEAYIPEANTC B HONR
poRko# & H rpy i ApenapaTa,
mnpcmuuyno dopuy|, olném 8

cocras, «Tropemiseckas mmplms 353 uOcmmo

1} Hepeuunas ynaxossa

Ha xourelinepe yrazansr
TOBAPHBIN IHAK,
HEHMCHOBANHE, AIPEC,
Tei/daKe nponIsoanTe,
TOPIOBOS HAHMEHOBAHIE
npenapara ¢
NPEAYNPRANTELHOH
MapKHpoBkoi ®,
SexapeTeeHHas hopaa,
KOHUCHTPAILHA B (IPOLICHTaN,
HOMEP CEPHE, CPOK TOAROCTH,
TEXHOTOTHYECKAR METKS,
O0LEM B MUBLIHTPAX, COCTAR,
«TeopeTwyeckas
CCMOAPHOETL 353 MOcwms,
«CTEPHIILHO»,
«BHYTPUBEHHO», yeronus
xpanenun, «Jonvekaeres
3AMOPAKHRAHHE NPETIapaTay,
HOMCP PErHCTPRAIIHOHHOTO
¥AOCTORCDUHHS,
FPAIYHPOBOYHAN WIKANA C
HHPPOBRIMH METKAMM,

2) Bropuusas ynaxkopxa

Ha smikerxe rpynnosoh
YHAKOBKH KOHTEARCpOB (14
CTAUMOHAPOB) YKAIAHBL
TOBAPHLIH 3HAK,
HAHMEHOBAHHE, Aapec,
Ter/daKe npossoIHTEM,
TOproBoe ¢
TIPCAYTIPEIMTENLHOM
MapKHPOBKOA & 1
FPYNNHPOBOYHOE
HAHMCHOBAKIR MPEnNapaTy,
AgkapcTeennas Gopma, o0uiM
B MILTHAHTPAX, KOHUCHTDAINE
B NPONUEHTAX, COCTAR,
«Teopernueckas
0CMOIPHOCTE 353 MOcw/an,
«CTEPHIIBHO»,
«BHYTPHMBEHHO», yciosns
xpanenms, «llonyckaercs
IAMOPAKHBANME NPENapara»,
HOMED PETHCTPAUHOHHOID
VAOCTOBEPCHHA, HOMED CCPHM,
CPOK FOAHOCTH, «XpaHnTL 8
HEAOCTYNHOM And ActeR
mecte!n, «lIpumensts no
HATHAYCHHIO Bpauan, «Jls
CTAUMOHAPOBY, KOAHYECTRO
KOHTCHHEDOR, LITPHXOBO K02
EAN-13, MaHinyasiuoHHEe

HOR noanoaeduHosolit

iy
«CTEPHABHO», «BHY TPHBEHHO», yeronns xpaneisa, 3HakH I, ,
aflony PENAPATAS, HOMED PETHCTP Haneceno cpeacrso
YACCTOBEPEHMS, mcp SEPHK, CPOK FOABOCTH, KN PAHKTS B WACHTHQHKANN /118 CHCTCMB
HEADCTYTIHOM A18 ACTCH MecTels, «Hpmmmmmm <
Bpio, ol CIATAGRAPORS, KORIIECTS MOHHTOPHHIE JIBHACHHA
_} JRKAPCTBEHHLIX TIPENAPATOB.
k0 EAN-13, Maumy 14 anonmse 1aKs ! u T
Jonycxaerea CPEACTE MacHTH AN CHCTEMM
MOHHTODHHIT ARIGKEHHE HEKSDCTBEHHIY IIDENADRTOS.
16. Yenosus XpancHus 1 Meps! B 3asimeuHon o1 CBETA MECTE NIPH TEMIIEPATYDE He B asmumméson o cm;s i:gm TipH
TEM HC BMIIE .
NPEXOCTOPOKHOCTH Bimie 25 °C. lonyLKaeTea 3aMOpakHBaHNE npenapara. mm“"c‘?"”:
NpERapaTa.
17. Cpox roanocru 5 AT 8 SyThinKkax (rekNSHHBIX, 3 TONA B KOHTERHEPAX H3 | 3 roas » xowredncpax w nadnxn
TEBHKH MHOTOCTORN MHOroca0fnol noAHo I HHAOBOH

* - neficteylomee u3zanne Iocynapersennioli Gapmakonen P
**— aeitcreyromee wananue Esponeiickoit ®apmaxonen
3akmouenne: cootsercTByeT TpebGosanuam HJT P N0O01048/01

Jara Bbinauu nacniopra: 24.06.2021

3asenyowmmit KAnJl
Havaneuux OKK

JlupexTop no Kauectsy

HHC-KO-2000-0160 «Koutpoas npouzseachnoi NPOAYKIHHY, BEPC

becuickoit deagepatn

-290319, HMam. Ne 1, Ham. Ne 2

(:ae-m -Net °D'
rewﬁ -
) i
,D,ng [OKYMEHTOB | 5
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15 10. [ara sseaenus: 10.03.2021

Cpok roasocti no: 05 2024

<Xz A B.Cxok

A. H. ®énoposa

C. H. Cropuk




000 “Hayuno-rexnosorayeckas papmauesTuueckas pupma “IIOJTUCAH”

Paspemenye sa peannsanuio Ne

Haumenosanne

Dopma BrimycKa

MHH

PY Ne

Hopmarnsras JoxyMeHTaius

Homep cepun

Pasmep cepun
KosmuecTso nocne KOHTposIa
Ne AHATMTHYECKOTO NacnopTa

Tonen no

[Ipennpuarne-npousBonuTENs

pemnpusirne-ynaKoBIUK

00000517 or 29.06.2021

PEAMBEPHH pacrsop st undysuii 1,5%, 500 s s konreiinepax
noauMepusix, Poceniickan @enepans

Konreitnep 500 yn x 20 (rapa kapronuas) (115 CTAUHOHADOB)
MeruiroMana HATPHS CYKUHHAT

P N001048/01

P N0O01048/01-290319 H3m. Nel-2

930521

749 ynx

743 yux
502
0524

000 «Hayuno-rexnonoriyeckas dapmMauesTHIecKan Gupma
«[IOJTHCAH», 192102, Poccuiickan @enepauns, r. Canxr-IlerepGypr,
yia. Canosa, . 72, . 2, aut. A

000 «Hayumo-Texnonornyeckas gpapmanesTH1eckas Gpupma
«TOJJHACAH», 192102, Poccuiickas ®enepauns, r. Canxt-IerepGypr,
ya. Canosa, . 72, K. 2, auT. A

AHanu3 NPOH3BOACTBCHHON TOKYMEHTALNH

Jocre na cepiio npopepeno IE
Hockbe na cepiro ogobpeno Oa
Kpuruueckne 0TRIOHEH IS 0TCYTCTBYIOT Ha

Cepust npousseena H NPOKOHTPOIHPOBAKA B COOTBETCTBHH ¢ JHUEN3Nel Ha NPOHM3BOICTBO
JIeKaPCTBEHHBIX CPEACTB, TPefOBARUSIMMU DErHCTPAIHOHHOTD K0ChE, TPeGOBARMAMN OPramH3ALHE
NPOM3BOACTBA H KOHTPOJS KAMECTRA JIeKaDCTBENHbIX cpefcTs (npaeua GMP), a Takske HHBIMEI
TpeGoBamagMi AeH CTBYIOLIETO 3aK0HONATEIbLTRA. s

HPORyKIIHE paspelIena K peajJH3aunu

VY onHOMOYEHHOE ITHLO

Hauansnux oTnena

TR Hda

//(. LZ
L

Crenanosa M.C.

(1OJDKHOCTE)

(nomucs) (pacunadposka noamicH)

Tonowenue o jHlie, OTBETCTBEHHOM 38 BHINYCK cepHH (Y HOIHOMOUESHROM JTHIE 116 KauecTBy), mata yTo. 11.01.2021






