WHrennexT Ha 3alumTe
300poBbR

® NOJIMCQH

¥

OBLECTBO C OF PAHMMEHHON OTBETCTBEHHOCTBIO

«HAYYHO-TEXHONOTMYECKAR ®APMALEBTUYECKAA OMPMA «NONNCAH»

192102, Cauxr-Nerep6ypr, yn. Canosa, 72, kopn.2, /MT.A,
ren.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

AnaanTuuecknii nacnopt Ne 1000

IIpenapar: PEAMBEPHH?® pacreop nis audysnii 1,5 %
Cepns: 1421021 P N001048/01
®opma BBITYCKA: (xonTeiinep) 250 ma X 5 (Tapa KapTOHHAs)
Konuuectso: 6022 yn.
Jlata w3rotopnenus: oktabps 2021 1.
JlanHbie aHAJIH3A
IoxazaTesb TpeGopanus HJL P N001048/01-290319, | [lannnie ananuia
mam. Ne 1, mam, Ne 2
i 2 : 3
1. Onucanne Mpoapaynas GecupeTHAs KHAKOCTL Tpospaunan GecuseTHas
(Busyansupiit meron) AKHIKOCTE
2. NMoanuHHOCTS:
:m KMCHOTA B“pmm YACPEMBAHMA MHKOS RHTAPHOH KHCHOTI W nam\:;: Coorpercrayior
b RO ONPEACACHNN, AOAKHW  COOTBETCTROBATE
BpEMCHAM YACPIHBAKHA NHKOB COOTBETCTBYIONNA BELICCTS HA
= " pacTeopa cpankcns (BIXX)
HaTpw Hamiume OMAZMTHOECKOTO CHFMAND DIPH. KODMYCCTBEMMOM Hpueytersyer
onpeacnesm Rarpus (ADC)
- Kanui Hamsque AHATHTHHECKONO CHTHANA OPH  KOANICCTBCHNOM Tpucyrcrsyer
(Kauecraeunas peaxins EO** 2.3.1, peaxiina ) ﬂww
= M. i W: KAparepuan pastie o PO Tonoswrentnas
3. Tpo3pa4HoCTh Homkes Gwith npospauneM (MY PO*) Tipospaunsiit
4. llpernocts Jlomxen Gpith Gecupernnim (I'D PO*) Becupernbiii
5.pH O 6,0 110 7,0 (T® PO*, noTCHUHOMETPHYECKH) - 6,4
6. Mexanuueckne BRIOYCHHA:
- BHAHMBIE MEXaHHYCCKHE BKIIOYEHAA Jlomken cooTsercTBOBATH TpebOBAHKAM CootsercTayer

- HEBHIHMBIE MEXAHHYECKHE BRIIOYCHHA

(T'® PD*, Buayanshbiil MeTO)

B 1 mx cpesmee uHeio wacTHIl pasmepoM 10 MM 1
Gonee He AOIDKHO NPEBLILATH 25, 8 CPEAHCE HHCID
gacTvil pasmepoM 25 MM 1 Golice He IONKHO
npessiiars 3 (F® PO*, meton 1)

10 Mxm m Gonee - 1 8 1 Mma
25 mkm n Gonee - 1 8 | Ma

7. Usenexaemuiit o0bém He Menee nomunansHoro (I PO*) 270
8. OcMONATBHOCTD ot 284 no 347 mOcm/kr 314
(I'® PO*, xpuockonuyecknit)
9. AROMATBHAR TOKCHYHOCTE JomkeH GbITh HETOKCHIHBIM HeroxcHamsii
(ans KOHTEHHEPOB NONHMEPHEIX) (T'® PO*)
10. BakrepHanbHbie 3HAOTOKCHHBI Tpenensuoe cogepxanne ne Sonee 0,5 ED/ma Menee 0,5
(I'® PO*, meton A)
11, CrepunbrocTs Jlomxen 6wt crepuabhbiv (I'D PO*) Crepuanhbif
: CEpUE BRINYIIERS B0 BAP:METPAM
12. NMornouienne 3 Y®-obnacti Orrmdeckas AOTHOCTS NPERapaTa NpH Aaune pomin 280 0,011
BODKHA NPEBLILL CrextpodoToMeTpas
(712 KOHTEHHEPOB TIONHMEPHLIX) - giducl )
13. KonuuecTBeHHOE ONpENe/IeHnE:
- CYKIHHATH Or 41,4 5o 50,6 mmons/n (BOXX) 45,7
- METTHOMMH Or 40,2 no 49,2 mmons/n (BIXKX) 434
- METTIOMMHE HETPHA CYKIAHAT Ot 13,5 20 16,5 /n (Pacutumil MeTon) 14,6
- narpuit Or 132 no 162 mmons/n (ADC) 147
- kit Or 3,62 10 4,42 mmoms/a (ADC) 3,96
- Marani Or 1,13 70 1,39 mmons/n (Trrpumerphs) 130
- XIOPHBE Or 98 no 120 mmons/n (Tarpumerpus) 109
14. Ynaxoska Tio 200 mast 400 M7 b GYTHUTKH CTEXTRHERIE BMECTHMOCTINO 250 To 250 ma » xouredinepax w
1w 500 ma, coorsercraenno, no 200 wam 400 ma v Gymumar NNEEKH MEOPOCAOMN 1R
crexmmuse BecTIMocTii0 250 sam 450 mn, coorseTcTeenno,
yRyropesssme npobkami w3 permmsl, ofRarie KONnAYKAME Ha xontelinep MeTo10M
AMOMHHACBRIMK WTH HEMH H) ATHOMMHAN H P eNaATH MAPKKD
RAACTMACCH, 5 xowrefinepos no 250 Ma suecte ©
Ha GyTaumcy HAKICHEMOT JTUXOTKY CAMOKIERIYIOCH, PYKUMAMHE IO ¥
Kamayw Gyrumxy € HHCTPY i no e My NPHMEAEHHIO NOMEUICHN B FLMK 1)
OPHMEHEHEIO TIOMELIMOT 3 NAYKY H3 KAPTOHA, Ka KUTOPOR KAPTOHA {OTIYCK

JDMYCKICTCA HAHECEHNE YTHNCTXH KOHTPOSN NEPBOID BCKDHTHA.
Tlo 250 waw 500 ma » xosredinepst 13 nASAKN MBOTOCHOHRNOR
nonmonedunoscd.

Ha xonreiinep METOA0M TEPMONSUATH HAHOCAT MAPKMPOBKY.

no petenty). Koanseo iso
HECTPYXUHIl [0 MEIMIHICKOMY
NPHMEHEHHI) PARHO K011 eCTRY
NEPRHMHMX YIIAKOBOK B Iy INOBOA
Tape.

HHC-KO-2000-0160 «Kourpons nponsseiennod npogyxiuu», sepens 10. lata sseaesms: 10.03.2021




B 3
szmzmummm' no 500 wa suecre ¢
BHCTPY " . arp v
THPY S Y KR rodpup (e wapos), K
wHCTpYXIRi 1o Yy 1 panso nep
Y Y SKOBOK B TPYTIOOBOR TRDE
. Ma BKA 1) Nepannan
apkupo mm"' !wm-;c I : s L}tﬂepmmymmxa.
TEA/GAKE NPOHIBOANTESY, TOPIOBOE HANMECHOBANNE PENAPETS ¢ ROHTCHHCPS yKasasbi:
peaynp i eaphaposant ®, it Popary, st TOBAPHBI JHAK, HAHMCHOBANHNE,
7 . Homep cepun, cpox rosmocrw, | BAPEC, TEA./ake
cocrum, «Teop 133 wOcs/as, «CTEPHLTRHOs, MPOHIBOIHTENS, TOPIOROE
«BHYTPHBEHHOs, «H P ] HAHMCHOBAHHE npenapa
Sreasmmi ve & x P npeayRpEIHTELHON e
YEa0sun xpaneron, «lonyCxaeTen JAMOPRIRANNE IPENIPETES, HOMED Mapkiposkoi ®,
Wy@nmmﬁm‘,:n HAR a\,
i i nexapcTBennas Gops
KOHICHTPALMA B NPOLCHTAX,
HOMODS WITH IBYMEPROTO
wrprxxoss (20). Jonoaysmeansd wa Anosummeesit xoamauox woryT Sums HOMCP CEPHH, CPOK TOAHOCTH,
pinall 3k 5 7 TEXHOMOTHHECKAN METRR, 00nEM
Hs Brep it Inax, aspec, B MHUIHAHTDAX, COCTAE,
ren.igasc ap 3 P peniapara ¢ «TCOPETHYECKAN OCMOIAPHOCTS
npexy i wapiponsoll &, scxap dopsy, 353 mOcw/m», «CTEPH TBHOn,

«BHYTPHUBEHHO®, ycioBus

MAEHKH MHOTOCAOH

HOl noavoneduHOBOR

ocmonspuoets 35300k s, «CTEPH/ILHO», «BHYTPHBEHHO» Xpanews, «Jlonycxactcs
YOAomMHE Xpanenna, «7loT TXAETCN SMOPAKMSNME [IPETEPATER, HOMCP IAMOPLKHBAHHC NPCTIAP.Tan,
PErHCTp YROCTORED paxynp o mkany ¢ undpossin | HOMED PETHCTPAUHOHHOTD
merkamm, YAOCTOBEPEHHA.
2) Ha nasse yxasuua0r TosspHmil I6AK, SAMMEROBNWE, RADEC, TRA /daxc 2) BropuuHas ynakoska
P oprosoe < npeayTp prupossoi & u Ha yuxerxe sumxa w3
:mmm-' - w.;“,mv 4 'Wmnmul
ocaomapHocTs 353 MOG 12, «CTEPHIIHOR, <BHYTPHBEHHO», (omycx no peneny) yxasasu:
¥ p Jio - - nomep TOBAPHBIA IHAK, HAHMECHOBAHHE,
per o yaoc HoMep cepis, cpox roamocTw, «Xpams | AAPEC, TE/L/daxc
B HEZOCTYINOM 228 aeted mecTey, sTlpsmsesams no MEIHASERNG BpaES, TIPOH3IBOANTENS, TOPIroBsoe ¢
yeaoung oTycxa, wrpkiaol xog EAN-13, aiiecavusacwocrs suyTpesnell npeaynpeasTenbHoi
DOSEEXHOCTH ByTIAKN e P ®p
 voil o :;;:::posm@n
Syrumn 1, ouerorpasis, pacsnbponsa merrorpuses HEHMCHOBANHA NPENApATa,
sexapcreenan dopra PACTBOP JULA HHOY 3Hiks, ackapcracnnas popMa, o0bEM B
snle chocofs npmssesenses BHYTPHBEHHO KAITE/SHO, MELIHAHTPAX, KOHUCHTDALIA B
# $apmaroTepanesniraccxan rpynna PACTBOPR, BIMSMIOUIME HA HNPOLCHTAX, COCTAB,
gonm-mﬁxmmmmﬁ . ngmgmfupm
chriicthe P i o 353 MOcu/n», «CTEPHIIBHO,
Ha astixn 3 10 by XagTONS {GTTTYER B0 peiseTy) «BHYTPHBEHHO», yciosrs
YREUBA0T TORAPHBIE 3dx, HAMMEROBANNE, ATpeC, Tea /axc XpaHCHUA, YCIOBHA OTITY CKa,
P P © mpexynp HOd MAPRID it ® «[hm”munm
P sy ipenapara, acxaperaensyio gopuy, o6ud | nneranaran, HoMEp
L] P »np cocran, s Teopermemcxan ¥
caoangmosrs 353 wOss'ms, «CTEPHITBHO», «<BHYTPHBEHHO», Dy
¥ ? ¥ ryexa, «llony G YAOCTOBCPEHHA, HOMCP CCpHH,
ap HOMEP PETHCTD y P HOMED CEPHI, CPOK CPOK NOIHOCTH, «XPaHHTE B
“Xp M Ane peredl wecrels, «TIpstesonms no HEAOCTYTIHOM AN aeTed
MATHAYCHHIO BpaUES, mmmwrmmpmlmﬁm-ll. m!g, “"letm no
JIOnycKaETes MaNeCCHMNE PEICTE MACHTHEHKALIIN TN CHCTEMM KONHHCCTBO KOHTERNEPON,
MOMMTOPHHIR AMEREHMA [ LAPCTBEHHMY MPENSPITON wTpuxosoft koa EAN-13,
s craumosapos. Ha sryxerxe rpy ¥ pos (1w
a7 s et ren o | MEMMITYAALHONSbiC taxn I,
FPOMIBCANTERE, TOPIOBOL T TIPEAYTIP Mok MapKHD it & i
FpynEHp : P £ Jopuy, obren aHECeHM CPEACTBA
. bt Shnt, At on memmummrcuu
oesoaaprocTs 353 wOcw'xs, «CTEPHIBHOs, «BHYTPHBEHHO»,
¥ aflo 9 R Yo MOHWTOPHHTA JABHKCHHR
perHCT 7 HoMEp Cepiid, CpoK roamocTs, «Xpaserrs | ICKAPCTBCHHBIX NIPENapiTos
B HEJOCTYTINOM An gereli MecTels, allpHMesnTs N0 HAIHATEHINO BDEMRY,
wJlas g " e P xoa EAN-13,
MAHHITY STHOHHLIC JHAX K !,ﬁ.T"l'.Mcmm
i % naa prara
16. Ycaosus XpaHeHHS H MEpHI B 3ammingnnom OT CBETA MECTE IIPH TEMTICPATYPE HE B S4unennoN 07 CBETA MeCTE 1 i
TEMnEpaTYPE 25°C.
TIPEAOCTOPOKHOCTH shime 25 °C. [lonycxacTca 3aMOPIRWBAHNE NPENIapaTa. | 7 e i
17. Cpoxk roanoctu S ner » OYTHAKAX (TCKANHHSIX, 3 1018 B KOHTERHEpAX W3 | 3 1043 B KOHTEHHEPaX W3 MI¢HIN

MHOTOCNORHOH noanonedmiosol

* — nelicteyiomee winanne Iocynapcrsennoit ®apmaxoneu P
**_ neficreyiomee w3nanne Esponefickoli ®apmakonen
3akmoueHne: cooTReTCTBYET TpeGosannam HIL P N001048/0]

Jara peinayu nacnopra: 01.11.2021

Sasemyiomuit KAnJl
/ Havansnuk OKK
JupexTop no kauecTsy

HHC-KO-2000-0160 «KonTpoas npousseaeHHol NpoayKuMmu», sepe

occniickoit Peaepanny

-290319, mam. Ne 1, mam. Ne 2

cr-T1eTepbyort .-
Cawicr-Tle 4 iaCKad
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Cpoxk ronxocTy a0: 10 2024




000 “HayuHno-Texnoaoruueckan GapmauesTuueckas pupma “IIOJIMCAH”

Paspenrenye Ha peanu3auuio Ne

Haumenosanue

Qopma BBINYCKa

MHH

PY Ne

HopMatiBHas JOKyMeHTaIHsI
Homep cepun

Pa3sMep cepHi

KonngecTso nocie KOHTpOs
Ne AHATHTHYECKOTO [1acTIopTa
Tonen a0

[peanpHITHE-TIPOHIBOINTEND

[IpeanpusaTHe-yIaKOBIIHK

00000893 or 03.11.2021

PEAMBEPHH pacteop s nadysnii 1,5%, 250 ma B KoHTeliHepax
noanMepusix Ne5, Poceniickan ®epepanus

konTeiinep 250 Ma x 5 (Tapa xapronnas)

MeraoMuna BaTpH CYKIAHAT
P NO01048/01

P N001048/01-290319 Ham. Nel-2
1421021

6022 ynr

6 000 ynr
1000
1024

000 «Hayuno-rexnoaoraieckad gapmancsTuicckan upma
«ITOJIHCAH», 192102, Poccuiickas ®enepauns, r. Cankr-Ilereplypr,
ya. Canosa, A. 72, K. 2, 6T. A

000 «Hay4uso-rexHojorndeckan gapmanesTuieckas gupma
«[TOJTUCAH», 192102, Poccamiicias ®eaepauns, r. Canxr-Ierepbypr,
ya. Canoesa, 1. 72, K. 2, IHT. A

AHaIn3 NPOH3BONCTBCHHOMN TOKYMEHTALNH

Jocke Ha CepHI0 TPOBEPEHD Hda
Jocre ma copuio ofobpoio Ja
Kpurnueckue 0TKIOHECHHS OTCYTCTBYIOT Ja

Cepng Upou3Be/leHa H TPOKOHTPOTHPOBAHA B COOTBETCTBIH C NEIeH3Hel Ha IPOH3BOACTBO
JeKAPCTBEHHBIX CPECTB, TpeboBAHHAMH PErECTPAHOHEOIO ROChE, TpeGoBAHHAMH OPraHHIATHH
NPOH3BOACTEA H KOATPOJIN Ka4eCTBa JeRAPCTBEHHbIX CPEJCTB (upasuy GMP), a TakKe HHBIMH
TpeGoBanAAMH AeiiCTBYOUIET0 3AKOHOAATEALCTBA.

TIpoAYKIMS paspelieHa K pealn3alan Ha

Yo 1HOMOYEHHOE THLO

JupeKTop o KaueCTBy

Cxopuk C.H.

f;ﬁ/

(DOKHOCTD)

(mOAmmHICE) (pacumdpoBKa MOMHCH)

Monosxeine o mine, CTRETCTBEHHOM 3a BEITYCK cepiH (Y NOTHOMOUCHHOM JHLE N0 KaUCCTHY), 1aTa YTB. 11.01.2021







