WMHTennexkT Ha sauure OBLIECTBO C OrPAHMMEHHOM OTBETCTBEHHOCTbBIO
3popaBLa «HAYYHO-TEXHO/IOTUYECKAS ®APMALEBTUYECKAR ®UPMA «[TOSIMCAH~
192102, Canxr-letepbypr, ya. Canosa, 72, kopn.2, ANT.A,

® no IWICGH ren.: 812 710 8225, darc: 812 764 6284, e-mail: info@polysan.ru

AHaauTHYecKuii macnopt Ne 623

INpenapat: PEMAKCOJI® pacTBop ansa audy3Hid
Cepus: 320721 JICP-009341/09
Qopma BRIIYCKA:  pacTBOp VLA uaysuit (konteiinep) 400 M x 5
Komuagectso: 3751 ym.
JlaTa usroTosnerns: moms 2021 r.
JlanHbie aHAIH3a
IloxazaTenas Tpe6opanua HJI JICP-009341/09- JlanHbie aHAAH3A
210817, w3m. Ne 1, mam. Ne 2
1 2 3
1. Onucauue TIpospanHas GeCLBETHAR KHAKOCT CO CaGHM XBpaKTCpHEIM [Tpospaunas Gecupernas
3anaxoM MHUAKOCTE €O cnabbiM
(OprasonenTruccknil MeTOL) XAPAKTCPHBIM 3AMaX0M
2. [TopIMHHOCTD! -
. . ANHYHE AHATHTHYECKOTD CHIHAJA TIPH KOMMYECTBCHHOM TpucyTcrayeT
HATPH onpenencruy naTphs (A3C)
Hamuse aHATHTHICCKON CHIHAA NPH KONHYECTBEHHOM IprcyTerayer
- kit onpenenenuy kami (AJC)
Bpemena yACpRUBAHNA TTHKOB AHTAPHOM KHC/IOTH, METTIOMHUHA, COOTBETCTBYIOT
RSN S JHOIHHA, HNKOTHHAMHAA H MCTHOHHHA HA XPOMATOrPAMMAX
MR HCIIBITYEMOFO PACTBODA, IONYHCHHBIX NIDH KOMMYECTBERHOM
~HIESH OMPERENEHHEH, IO/KHE! COOTBETCTBOBETH BPEMCHAM
~EHTIRG YIEpKMBAHHA THKOB COOTBCTCTBYIOUIHX BEWIECTB Ha
= ::;uonnﬁ XPOMATOrPaMMEX pacTeopa cpapenns (a) (BIXKX)
i Xapaxrepuas peaxius (Kauecrsenugs peakus, Eur.Ph.*, TonoAHTCEHAS
- MarHni (pegmria 1))
Tlocne npuGaBNCHAR aMMOHHA XNiopHa pacteopa 10,7 % 1 HMonoxurensHas
amMMonHa xapbonara pacTeopa 15,8 % ne Gonee ueM nErkoe
MOMYTHCHHE; NIPH AANLHEHIIEM TPHGABNEHHH IHHATPHA
ruppodocdara pactsopa 9 % Genbiil KPHCTAATHUCCKIH OCAA0K,
HepACTBOPHMBIH B ammuake pacTeope (KauccTseHHan peakimis)
3. IIpo3payHOCTh Jomxken Gt pospayrsiM (T XIIT) TpospauHbii
4, 1IBeTHOCTH Tomker 6T GecuserrbM (TO XIII) BecupeTHBIH
5.pH : Ot 6,0 no 8,0 (I'® X1, noTeHUMOMETPHIECKH) 6,4
6. MexaHH4ECKHC B i Jlomken coorsercraosats TpeSosanunm (M@ XIII, BH3yansHeli) CootseTcTBYET

— BHAMMBIC MEXAHHYCCKHE BKMIOHCHHS

— HEBHAMMBIC MCXAHHYECKHC BKMOUCHNA

B 1 M CpeIHee YHCNO HACTHI PAIMCPOM
10 MM H Gonee He BOMDKHO MPEeBHIATS 25, @ CPCAHCE HHCAO
YACTHIL PASMEPOM 25 MKM ¥ G0JIce HE IOMKHO TPeBbILATH 3
(I'e X111, meton 1)

10 mxm H Gonee —2 8 1 Ma
25 mKM H Gonee — 1 B8 1 Mn

7. Uzpnexaembiii 00BEM, MI He menee Hommuamsroro ('@ XIIT) 425
8. PoncTBeHHBIE IPHMECH:!
gl s ?BHe 60:)1&: 3,0 % OT HOMHHANEHOIO COACPIKAHHA MHO3HHA 0.2
— He 6onee 3,0 % oT HOMHHANBHOTO COACPMKAHMA 03
~ HEROTRHOBAT KHCHOTS nuxoTaHaMuaa (B3XKX)
— CyMMapHOC CONEpMaHRE HEHACHTHOMLHPOBAHHLIX NpHMece 0,5
~ HEHIEHTHUUMPOBAHHBIC NPHMCCH B MPOLEHTAX OT CYMMB! IVIOMAASH MHKOB HUXOTHHAMKAR,
MHOIHHA W MCTHOHHHA HE JIODKHO NPEBBILIATE 2,0 % (BIXX)
9. OcMONAIBEHOCTD Ot 296 no 362 MOcm/xr ([P X1, KPHOCKONHYECKHIT) 327
10. Bampnmme SHIOTOKCHHEI Ipenensnoe conepxanue He Gonee 1,9 ES/mn Menee 1,9
{T'® XIIL meron A)
11. CTepuiIbHOCTE Tlomked GHITE CTEPHABHEIM Crepunsnuit
(T XIII, meTon MemGpannol GHILTPaLAN) Cepus BTyHICHa NO
ot 132 1o 162 mmons/n warpus (ASC) 147
. 0.
12. KonmuuecTBEHHOE ONpeNeiIeHne! iy Lach gt sns 40
ot 1,13 1o 1,39 Mmons/n marsus (THTpAMETpHS) 1,30
or 98 10 120 mmoss/n xnopuaos (THTpEMETPHT) 109
ot 4,75 fio 5,81 rfn C4HO4 (sHTapHOl KHCAOTS) (BIXX) 523
ot 7,85 10 9,60 rin C-HpNOs (mermomuna) (B3%X) 8,69
ot 1,80 10 2,20 rfn CyoH12NOs (unosuna) (BIXX) 1,97
010,225 510 0,275 1/ CeHgN;O (nuKoTrnamnig) (BIXX) 0,245
ot 0,675 10 0,825 rfn CsHyNO,S (MeTonHHA) (BINOO 0,759
13. AHoManbHas TOKCHYHOCTD Tlomxe GuiTh HeTOKCHYHBIM (I'® PO*) He ToKCHYeH

(st KOHTEHHEPOB MOJHMEPHBIX)

HHC-KO-2000-0160 «KoHTpONS NPOKIBEACHHOH NPONYKUHHY, BEPCHA 10. Jara seenennn: 10.03.2021




Ha xonTeliHepe yxa3upaioT: ToBapAbIH 3naK, HAMeHOBaMHE, aapec,

Ten./hake npomsso,

IHTEH, TOPTOROE HAHMCHOBAHME NPenapara ¢

NpEAYNpeHTeNsHOH MapkuposkoRt ®, nexapcTaennyio Gopmy, obuén B
MHATATHTPAX, HOMED CCPHH, CPOK TORHOCTH, COCTas, «OCMONLIBHOCTS
329 MOcw/xry, «CTEPHIIBHO», «BHYTPUBEHHO», yenonus
XPRHCHHA, HOMED PerHCT] r0 YADCTOBEPEHRA, FPAIYHPOROTHYIO

1IKATY © g,

1,2:3 HUCCKYIO METKY.

2) Bropuunas ynakoska

Ha nauxe yxasssaoT ronapusili 3HAK, Haw

, AApec, Ten, /haxc

NPOHIBOAMTENA, TOPIOBOS HAHMEHOBAKHE NPENapaTa ¢
npeaynperrenbHOit Mapkuposxkok @, rpynnuposousos JBaHNHE
ApENapara, AexapcTaeHHyIo GopMy, 06LEM B MHIUTIIHTDAX,

«OcemonansuocTs 329 MOcu/xr», «CTEPHITBHOS, «BI-!VTPH‘BEHHO»

«Hecmaansaemoct

BHYTpeHRACH NOBepXHOCTH GyTHiMKK He ARACTCS

DPOTHRONOKASAHMCM K NDHMEHCHHIO TPENAPATAN, YCAOBUA XPAHEHUS,

HOMEPp perucTpauig

PHHOCO YAOCTOBSPEHHA, HOMED CEDHH, CPOX MOZHOCTH,

«XpaNHTS B HEAOCTYITHOM VIR feTeil MecTeln, «[lpusensts no

HA3HAYEHHIO Bpaya

tapmaxon (pharma

) YCNIOBRA OTTIYCKR, WITpixosoi xon EAN-13,
ode), rpadprteckoe n3obpanenue Syt

NHETOrpaMMbL, pnclmtbpﬁm THKTOrpaMM

«WICKAPCTREHHAS (ho
=

pma PACTBOP JULS HHOV3Hitn,

;tcnocoﬁ npumenenis BHYTPHUBEHHO KATIEJIRHO»,

Honyckaercs nanec,
MOHWTODHHIE ABIX!

Ha smuxetxe rpynno

raeckas rpynna METABOJIMYECKOE

CHHC CPSICTA HACH THDHKALINK AN CHOTEME
EHHA NCKaPCTBCHNBIX PENapaTos.
BOH YNAKORKH KOHTCHHCPOB YXA3MBAIOT TOBAPHAIH

IHAK, HRHMCHOBANMKE, AAPEC, TEN./GaKe NPOHIBOINTENA, TOProBos
HAMMEHOBAMME NDENAPATA ¢ NPEAYNpeANTELHOR MapKHpoBKOl ®,

TPYTIMPOBOUHOE

BANUC NPENAPAT, FEKAPCTRLRNAYIO apay,

o6ném B MuIMMHTRAX, cocTae, «OcMonansuocTs 329 MOcm/krn,
«CTEPHITBHOw, « BHYTPHBEHHOM, yenosus xpaeris, yenonus
OTITYCKA, HOMEP PErHCTPAUNORHOTO YIOCTOBEPEHNS, HOMED CEPHE, CPOK
TOAHOCTH, «XPAHNT] B HEAOCTYTIHOM 1in geTelt MecTe!», «[IpRMensTs

2 3
14 Vnaxoalca Tto 400 mn B Gyn.mm CTEKNAHHEIE BMECTHMOCTRIO 500 Mn, Tlo 400 Mn B xorTelnepax us
. YKYnog e mp 1, 06KATHE KONMAYKaMK IAEHIOE Muorocaofinoft
mu&mnpomuuuu H3 AMIOMHHHS H IUTACTMBCCHL. nomoaedunosoh,
Ha GyTeinKy HAKNEHBAKOT ITHKETKY CAMOKIERLIYIOCK. Kaxayio Gyruinky Ha rowrefscp ueTonom
BMECTE € HHCTPYKILMEHR 11O MEAKIHHCKOMY NPHMEREHHIO NOMELIAIT B TEPMONETRTM HAHCCER)
NauKy U3 KapTOHa, HA KOTOPOH JONYCKACTCA HAHECEHHE ITHKETKH 5 m:m ;
KOHTPOAA NEPROTY BCKPTHA. HHCTPYXUHCH nupo:emnmemuy
TMauky nomeiaioT B rPYNNOBYIO Tapy. pHENam0 MMM &
Tlo 400 Mn B KOHTCIHHEPY W3 WERKH MHOTOCTORHOR MOMMONEGUHOBOR, IPYTNOBYIO Tapy ¥3 XepTona
Ha kotrrefinep MeTo10M TepMOnEaTH HAHOCAT MADKHPOBKY. rodpposanHoro.
5 KOHTCHNEPOR BMECTE C HHCTPYRIHEHR IO MEQHUHHCKOMY MPHMEHEHHIO TpeSosarns HJl x ynaxosxe
TOMCIRAIOT B IPYNITOBYO TApY H3 KAPTOHA rOdPHPOBAHKOTD, cofmonens.
1) lepsuunas ynakoska 1) Hepenunas ynakonxa
15. Mapmp OBKa Ha smukerxe GyTu/iky yKatuisaloT: ToBaphsH SHak, HAMMeHOBANME, Ha :?meﬂmpe YKA38HBL
2pec, Ten/haxe NPOKIBOIITENA, TOPFOBOE HAHMCHOBANME NIPENApaTa ¢ TosapHL IHAK,
TpeRympe e ol uapiponkolt ®, nexapcrsennyio hopmy, o6sM s | yapvenosanme, anpec,
MUUTHIHTPAX, HOMED CEPHH, CPOX TORHOCTH, COCTas, «OCMONRIBHOCTS Ten./ake npoussomHTens,
329 mOcmfxrs, «CTEPHIIBHOs», «BHYTPHBEHHOS», TOproBoe HaHMeHOBaNNE
«kHeoMaunBaEMOCT) BHYTPEHHEH m:mepxnoc-m GyThisiki He ABRNRETCR npenapara ¢
npot HCM K NP P YCAQBHA XpaneHHs, . ot
na:p Erganuouﬂom ymonepcmn, THKTOrpaMMei: uai pJKulipon' ml: oﬂl : ®"
AR nexapcreennas Popma, ofnem
Ha xonGunuposaiijion Xonnauxe ONyCKAeTCA HAReCEHAE B MH/UTHIHTDAX, HOMED CEPHH,
HHAHBHAYATBHOIO TEXHONOFHYCCKOro HOMEPa WITH ABYMEpHOro CPOK I'OJJHOCTH, COCT4B,
wrpuxkoxa (2D). «OcmonaassocTs 329

MOcM/xr», «CTEPHITBHO»,
«BHYTPHBEHHOY, ycnosiua
XPaHEHHS, HOMEp
PErHCTPALHOHHONO
YHOCTOBEPEHMS,
TPa’yHpORO4HAN HIKaNa C
merkamu 0, 1,2, 3,
TEXHOMOTHYECKA METKA.

2) BropHuKas ynakosxa

Ha stuxerxe rpynnosoli
YNEKOBKH KOHTeAHEDOR
YKa3aHb! TOBAPHBLH 3HAK,
HAUMEHOBAHHE, BApEC,
Ten/taxc npoussonuTEns,
TOProBOS HAHMEHOBANME
npenapara ¢
TipeRYNpeaHTEALHON
MBpKEPOBKOi ®,
FPYNNKPOBOYEOE
HaMMEHOBAHHE npenapara,
JiekapcTeentan Gopma, 06em
B MHJUIWIHTPAX, COCTasB,
«Ocmonansrocts 329
mOcm/xrn, «CTEPHIIEHO»,
«BHYTPHMBEHHOw, ycnosns
XPaHEHHA, YCIOBHS OTITyCKa,
HOMEp PErHCTPALHOHHOTC
YROCTOBEPCHHA, HOMEP CCPHH,
CPOX rogHOCTH, «XpauuTs B
HENOCTYMHOM A aerei
mecteln, «fIpumMensTs no
HAIHAYSHMIO Bpagay,
KONHYECTBO KOHTEHHEPOB,
urrpuxosoft kog EAN-13,
MaHHITYISUHOHHBE 3HAKK !, ﬁ.

»

N0 HA3NAYCHHIO BPatian, KOAAYECTBO KOHTEANEPOs, nrrpuxoBoll Ko Hane-;zno CpeucTBo
! -L‘ T ‘g_ MACHTHGHKAIMH JIA CHCTEMEL
EAN-13, manmrnynaunonnsie snaxn L, &d, J | . Homyckaeres MOHHTODHHI2 JBHKEHHA
HaHECEHHE CPEACTD HACHTHRUKALMN ANR CHOTEMB! MOHMTODHHTE NIEKAPCTBEHHBIX NPENApAaTos,
RBHKEHHSA EKBPCTRCHHEIX MPENAPATOR.
. XpaHenue B 3amnm@nnOM 0T CBETa MeCTe TIPH TEMNEPATYpE He B 3auMm2HKOM OT caeTa mecTe
M — Beie 25 °C, ;?]:c TEMNIEpaTYDe He Bullne
17. Cpox roggocTH 5 neT B GyTHUIKAX CTEKISHHBIX, 2 10OJa B KOHTEHHEPAX H3 | 2 FOXA B KOHTEHNEpaX K3 MiEHKA
e TIEHKH MHOTOC/IOHHOH nonnoneduHosoH Muorocnofino nonnonedusosol

* - pefictsyromee n3nanue Esponeiickoit Gapmaxonen

* - neficteyromee u3nanue I'ocynapereentoi Oapmaxonen Poccuiickoii Denepanuu

3axmoyenne: cootTBeTcTByeT TpebGopanuam HIT I

Hata Belnays nacmopra;: 23.08.2021

/ 3aseyromit KAxJT

Hawamsaux OKK

JlupexTop no kadecTBy

et | o,
O-TexHonoTHeckas

ieBTHHeCKaR (DHPME
ONUCAH»

n onymeHTos

"”"’ =

HHC-KO-2000-0160 «ouTpons npousseennoi npoayKuuu», sepcust 10. Jara sseaenns: 10.03.2021

CP-009341/09-210817, mam. Ne 1, mam. Ne 2

Cpox rogsoctH no: 07 2023

A. C. Bracosa
A. H. ®&noposa

C. H. Cxopux




000 “Hayuno-rexnonornueckas bapmauesTiueckas pupma “IHOJHCAH”

Paspemenye ra peanmsanmio No

HaumenoBanne

QopMa BEITyCKa

MHH

PY Ne

Hopmarusnas noxymenrauns
Homep cepun

Pasmep cepun

Kom#aectso mocne xoutpons
Ne Aramutirgeckoro nacnopra
Tonen mo
Ilpemmprstre-npomssonurens

pennpusrae-ynaxonmux

00000655 ot 26.08.2021

PEMAKCOUJI pactrop gas auysnii, 400 Mma B KoHTeiimepax
nonuMepHLIX, Pocens

Konretinep 400 ma x 5
Hnosun-l-Memmmuu+annun+Hnm‘rnnauu+ﬂmapnnn KHCJI0TA
JICP-009341/09

JICP-009341/09-210817 H3M.Nel, mamNe2
320721

3751 ynk

3729 ynx
623
0723

000 «Hayuno-TexHONOTHUeCKas dapmanensTaveckan Gpupma
«1OJIHCAH», 192102, Poccuiickas ®Denepanng, r. Cankr-Ierep6ypr,
ya. Canosa, a. 72, k. 2, T, A

000 «Hay=no-rexnonoraueckas $papmanesTHueckan dupma
«10JIMCAH», 192102, Poccuiickas Qenepanus, r. Canxr-Ierepbypr,
ya. Canosa, 1. 72, k. 2, nar. A

AHAJIM3 NPOH3BOACTEEHHON TOKYMERTAHK

Hocbe na cepuio nposepeno Ha
Hocse Ba cepuro oxobpeno Hda
Kparageckre orknonenns OTCYTCTBYKT Ja

Cepus nponsbesena u IPOKOHTPONHPOBAHA B COOTBETCTBHH C JIMNEH3Meild Ha HpPOH3BOXCTBO
NICKAPCTBCHABIX CPEACTS, TPeGOBAHUAMHE perAcTPaNHOHHOrO Aoche, TpeGOPAHMAME OPranA3ANHE
NPOHIBOACTEA H KOHTPOJS KAYeCTBA JIeKAPCTBEHHBIX cpeacts (npasrs GMP), a Taloke RELIME
TpeGoBanuaAME HefiCTBYIOIIETo 3aKOHOAATE/ILCTBA,

Ipoxyxmus paspemena k peaamsamuu Oa J
J
YnonromogersOE MHIO ﬂ/
Hasansumx ornena /Q/ § Crenanosa M.C.
(aomikHOCTS) (noxmuce) (pacmuposka nogmicu)

ITonoxenue o uue, oTBETCTBEHHOM 38 BHITYCK cepuH (Y NONHOMOYEHHOM NHIIE 1Mo KavecTsy), fara yts. 11.01.2021






