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VIHTENNEKT Ha 3aumTe OBLLECTBO C OrPAHWYEHHOM OTBETCTBEHHOCTbIO
3RGPOBLA «HAYMHO-TEXHONOTMMECKAR GAPMALEBTUYECKAR OUPMA «NOJIMCAH»
192102, Cauxr-lNetepbypr, yn. Canosa, 72, KOpN.2, AWT.A,

o] no n“caﬂ en.: 812 710 8225, dparc: 812 764 6284, e-mail: info@polysan.ru

Anaaurauecknii nacnopt Ne 1075

Ilpenapart: PEMAKCOJI® pactsop ans nudysni

Cepus: 431121 JICP-009341/09
dopma BHINyCKa:  PacTBOp Il undysnit (konTeiinep) 400 M X 3

KonuuecTBo: 3759 ym.

Jlata H3roTOB/IEHHS: HOAODE 2021 r.

Jlanuble aHAIH3A

IoxazaTelsb Tpebopanna HJL JICP-009341/09- JlanHbie aHATH3A
210817, mam. Ne 1, azm. Ne 2
1 2 3
1. Onucanue Tpoapaunas GecupeTHAR XHIKOCTH CO cralbiM XapaKTepHbIM Tpoapaunas GeclipeTHan
' . JANAXOM AKHAKOCTS CO C1a08IM
(OpraponerTHICCKIi METOT) XAPAKTCPHBIM JaTaXOM
?‘ HO“' - il Hannuse aHaniTHYECKOTO CHTHANA NPH KOTHHECTBCHHOM TIpHcyTCTRYET
HATPHI onpencncrnn Hatpus (ADC)
L Hanuuue aSHATHTINECKOTO CHIHANE NPH KOJIHUECTRCHHOM TpucyTcTRyeT
2 onpenenennn xkama (A3C)
BpemeHa yACPKHBAHHA THKOB RHTAPHOR KHTAOTH, MEITHOMHHA, CooTBETCTBYIOT
2 mw HHO3IHA, HHKOTHHAMMLA H MCTHOHIHR HE XPOMATOrpaMMax
i HCTIHITYEMOTO PACTBOPA, TIOMYHEHHBIX TPH KOMHYCCTBCHHOM
: m"m'm OTPEACNCHNH, A0/IKHM COOTBETCTROBATE BPCMCHAM
5 yaemwm NHKOB COOTBETCTBYIONMX BCHICCTB HA
: TR XPOMATOTPAMMAX PAcTBOPA CPABHEHHR {a) (BIKX)
o Xapaxrepnas peaxups (KauecTBeHRAA PEAKIL, Eur.Ph.*, TTonoKuTEA L HAR
- aike (peaxiw ) :
Tocne nprBapneHIA AMMOHHA XJOPHAA PACTBOPA 10,7 %w TlonoxHTENHHAR
aMmoHHA kapGouara pacteopa 15,8 % e Gonee uem atreoe
FIOMYTHEHHC; NPH ARTHCHIIEM TPHOARNICHHH JHHATPHS
pactsopa 9 % Geapil KpUCTANIHICCKHR 0CAN0K,
HEPACTBOPHMBIH B AMMMAKE PacTsope {KauecTneHHas peaKiyin)
3. ITpo3paqnocTs Jlomxken GuiTh npospavsbiM (TP XIiD [pospaunsiil
4. [IgeTHOCTD Tlomke Guits GecuperHbiv (' XIII) Becupethbil
5.pH Ot 6,0 10 8,0 (I'® XII1, noTeHUHOMETPHYCCKH) 6.4
6. MexanHYeCKHE BJIIOUCHHA
— BWIAMBIC MEXAHHUECKHE BRUOYEHHS Jlomxen coorsercTeosars Tpebosannan (I'® XL BH3YRIBHBIH) CooTseTCTBYET

~ HCBH/IMMBIC MEXAHHYECKHE BRAIOUCHHR

B | Mn cpesHee HHCI0 YACTHI PASMEPOM
10 MKM 1 GOMICE HE JOMKHO NPEBHINATS 25, A CPEAHEE HNCIO
QACTHIL pasMepos 25 MKy i Gonee He JIO/DKHO NpeBRmATS 3
{C'd X111, meton 1)

10 mxn u Gonee — | 1 mn
25 mxm # Gonee — [ B 1 Mn

7. Vanexaemsblif 00bEM, Ml He menee somunansroro (TP XIII) 420
8. PojicTBEHHBIC TPHMECH:
 HIIOKCAHTHH 1 TYAHOIHH {.BE:_I; ;;:;ee 3.0 % OT HOMHHATLHOTO COACPMKANHA HHOIHHA 05
— He Bonee 3.0 % oT HOMHHANBHOTO CONCPKAHHA 04
~ HMKOTHHOBAR KMCIIOTA e o (BIHOO)
i " — CyMMaPHOE COJIEPXAHHE HEHACHTHRHIPOBAHHBIX npimecedt 0,6
e ¥ . # NPOLICHTAX OT CYMMBI MAOIAAEH NHKOB HMEOTHHAMHAR,
MHOSHHA H MCTHOHHHA HE IOTARO npeawmars 2.0 % (BOXX)
9. OcMOIBLIBHOCTD Or 206 10 362 MOcM/kr (T® XIIL, xprockonuuecknit) 328
10. BakrepranbHbie YHAOTOKCHHBI Tpeaensioe conepxaime He Goaee 1,9 Ed/ma Menee 1.9
(T'® K11, meron A)
11. CTepHibHOCTD Jlomken GhiTs CTEPHIBHEIM Creprannuiii

(T'® X111, Metoa MemOpanuof GrabTpaLin)

Cepus sHnynicna no
napaMeTpast

12. KonuuecTBEHHOE ONPE/ICICHHE!

ot 132 1o 162 mmons/n natpus (ADC)

142

ot 3,6 10 4.4 mmons/a xanna (ADC) 39
or 1,13 10 1,39 vmons/n Marsus {THTpUMETPHS) 1,24
o1 98 10 120 Muo/a XAopraos (THTPHMETDHS) 110
o1 4,75 10 5,81 1/n CaHeO4 (srrraphiolt knenoTs) {BOXX) 5,14
or 7,85 50 9,60 r/a CyHiNOs (mermomuna) (BIXKX) 8,54
ot 1,80 20 2,20 r/n CioHizNaOs (unosuna) (BOKX) 1,94
o1 0225 30 0,275 1/n CeHeNyO (BHKOTHHAMMR) (BIXX) 0,245
ot 0,675 a0 0,825 r/n Cs HiNO,S {meTnonnsa) (ROXKX) 0,730

13. AnoManbHas TOKCHYHOCTH Tlomken Gbih HeTOKCHHBIM (T ® PO**) He ToxcuieH

(uist KOHTEitHEPOB HOJHMEPHbIX)

HHC-KO-2000-0160 «KoHTpons NPOHIBEACHHON MPOJIYKILI», BCPCHA 10. Jlara seenenus: 10.03.2021
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14. Ynakos Tlo 400 wn » Gyramay crex 500w, Mo 400 ua s wowrsimepax
3 YRYNOpeanbie ApoSKiMM 3 pesinm, obnarie Koamaykanmi nagnm unmbcnoﬁmnl’
KOMOHHNDOBARHLIMH H3 AMOMKHIN M TIACTMACCH, NOAROACHUNOBON.
Ha Gyrunxy naxae ITHRETKY CaMoRieayiocs. Kaxayio Syrwaxy | HE  xowrclimep McToROM
BMECTE C HHCTPYRIH lmwmmymnmnmﬁmn ¥ i
TIANKY W3 KBDTOHS, HA KOTOPOM JOMYCKACTCH HaHECEHHE THKeTI Mapxpossa,
; KOHTDOIIE HEPROTO BOKPAITIS, 5 xomrefiwepos  nwecre ¢

{ Taskn nosemaiot s foynnosyio Tapy.
| To 400 s » xosren EYhi M3 €K MBOrOCHOTNOE N, $ & PiMencino  nowciews 3

: Ha xonrelfnep Meroaos rey arn PRUPOBKY, W %
Smmmvunmpytwmmwmy j Tpeb HA x  ynaxosxe
‘ NOMEIMAKOT B TPYIINOR YO TAPY B3 Kaprona thpup 0. _cofmogen.

; 15. Mapkuposka 1} Hepsuranan ynaxonka I)ﬂrpamm ynakoska

i .

! P pO Ha ?mmemf Syranxs YRIHBNOT; TORIPHMIA IHAK, HAHMCHOBAHNE, Ha KOHTEHHepe yRa b

i m,mmmm- mpmnoemuemunummc roBapHbIl Ak,

peiynp prip L yi0 popy, obrén & HAHMEHORANNE, Anpee,

| MILUTIAIHTDAX, HOJ cpox mmmcm. C0cTas, «OCMOALILHOCTS

Ten./haxe npowssonireas,

MED COpIM,
]
3.2‘3 mOcw/xr», «CTE] HWILHO», «BHYTPHBEHHO», TOProBOE HAMMEHOR:! He

BiiyTpenncl nosepxrocTH GyTHAKH He ARIRETCE

PPOTHEONOKATAHHEM ¥ FPAMEHEHKIO NPEAPATAN, YCIOHS XPIHCHHS, SIPEADITE ¢
Homep O YAOCTOBCPEHHS, MHKTOIPAMMM: ipeaynpeamTeNsHol
. f‘ﬁ"?‘” Mapxiposkoil ©,

s . Aexapcreennas hopyia, obnem
Ha P 1xe A0 Tcx B MWLTHAHTPAX, HOMSD CEDHH,
HHIMBHAYBALHOTO TEXHOONIYECKOTO HOMEDA H/ILTH JRYMEPHOTD CPOK POAHOCTH, COCTan,
wIpHXKOLA (2D). «OcMonRabROCTS 329

MOcM/kr», «CTEPH ILHO®,
«BHYTPHBEHHO», veaosus
XPAHCHHA, HOMEP
perucTpaumoRHoro

Ten/gaxc npouIBoL e,

Xpanetus, Homep peru YACCTOBEDEHRA, MPATYHPOBOHYIO YAOCTOBEPEHMS,
ancany ¢ werkami 0, 1, 2. 3, Texwonornueckyio mersy, TPRAYNPOSOMHAX UIKILTAC
) i Metkamu 0, 1,2, 3,

mmmrmlm HAHMCHOBAMHE, 31peC, Ten./haxe TEXHOMOIHYECKIN MU KA
MPOHIBOIHTENR, TOPIOKOE HANMEHOBANNE NpenapaTa ¢ 2) Bropiunas ynaxonxa

PPEAYIpeaNTENLHOR MupxHpoBKol ®, rpyrmmp Ha smuxerxe mynnosoit

i NPENAPATA, AEKAPCTBEH VIO GopMY, 0frdM B MIITHIMTRAX, YNAKOBKH KOHTEHHCPOR

. «Ocuonansnocts 329 wOcw/xrm, «CTEPHIBHO», «BHY TPHBEHHO» YKa3aHL ToBapHE 1naK,

«hecmaunpaemocTs By Tpensell nosepxHoCTH Gyraman ve sanmercs HAHMEHORAHHE, Anpey,

| BPOTHBOI X ip Xp

mm‘mymmm CPOK FOAHOCTH,

«Xmmimmnnmmmm'n «llpamerams no
HEHAUEHHIO BpAYMN, VO IOBHN OTIIYCKA, OITPHXOBOA koa EAN-13,

TOProBOE HAHMEHOBIINE
npenapara ¢

|

i npenynpeanTeBHiof

i bapsaxon (pharmacode), rpadreckoe #300paxenue Gy mniaKn . m‘xﬂi

4 RHATOTPAMMM, PACULH PORXA THITOTPaMM

E . ¥ = HAHMEHOBaHHE npenapara,

| xapcTesnas Gopua PACTROP JUIS HHOY3HTy, ST Yopa, Oyt
g i‘ i AR s B MULIHINTDAK, COCT AR,

| «OcmoasasRocTS 329

} ﬁoooﬁ npumenenss BHYTPHBEHHO KATIENLHO», MOCs/xr, «CTEPH.IBHOR,
3 L R ] HylmBEHH{h. YCIOBHA
o xax rpynna METABOTHYECKOE i :

i CPEJICTBO». XPAHCHUA, YCAOBHE OTITVCKA,
: Jlonyckaeres CPCACTR HASHTHOHKALHN N8 CHCTEMB HOMEP PErMCTDAILION HOTD

i

|

YHOCTOBEPEHHR, HOMED Cepin,
CPOK TOAHOCTH, «XpuHHTE B
HENOCTYTHOM An% neTei

e

S

T ——

mecrely, dllpumensre no
HATHAYCHHIO Bpaas,

AEKBPCTBEHHYIO
octas, «Ocmonasmnocts 329 MOow/ars,

oM B MUTIHANTDAX KOJMYECTRO xom‘eﬁugpon,
“CTEPHIIBHO», «BHY TPHBEHHO», T urrpixosoll kog EAN-]3,
OTIYCKR, HOMEP PErHcT o upcm cpok MAHHTYIRUHOHHLIC 1HAKH !,

u(mep
TOANOCTH, «Xpmmncmcr)mmmm:m!n «llpumennrs T_‘ %
10 HIIHAYCHWIC BPAYA», KOTHYECTBO KOHTEANEpOs, WTPHAOBOR Ko Hameceno cpeacrso
e, MACHTHOUKALMM N8 CHCTEMB

EAN-13, manunyasusosuse naxs !H T ‘%ﬁ . Bomycxasercs MOHHTODWKI A ABHKCHHA

HAHECCHHE CPEACTS HACH THMKALIMN 1% CHCTEMB MOHKTOPHNIA JNEKAPCTBEHHBIX NPE!IAPATOR.
ARMACHHA NEKAPCTBERNLX IPENAPATOS,
16. pan B sammnéanom o7 ceeta MecTe TIPH TEMITEPATYpe He B 3anpiuénrom o1 cae ra Mecte
B e Beie 25 °C, ;‘;u éeaw e Beiine
| 17 CpoK TOJHOCTH 5 neT B GYTHIIKAX CTEKIAHNBIX, 2 roaa B KOHTEHHCPAX M3 | 21032 8 sowreiinepax 3 b
1 TLIEHKH MHOTOCII0H HOM noanonedunoro MHOE noauoted

- nencnyromee w3nanue Esponeiickoit ®apmakonen
- AekcTeytomee u3nanve Iocynapersentoii Papwmaxonicu Poccriickoi Denepanmu

3akawuenue: cooTseTcTBYET TpeboBanusm HJJ JICP-009341/09-210817, uam. Ne 1, u3m, Ne 2

Mara priiaun nacnopra: 12.11.2021 Cpoxk rogsoct no: 11 2023

a % A. C. Brnacosa
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Ons JOKyM EHTOB

C //r/c H. Ciopixc

Hauansauk OKK

Hupexrop no kauecrsy

HHC-KO-2000-0160 «Koimpoas npomisesctiof npoayxuiy, sepens 10, lara aseaenna: 10.03.2021
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000 “Hay4HO-TeXHOJIOTHYECKAA PapMalEBTHYECKAH ¢upma “IIOJTHCAH”

Paspemenue Ha pearusaumio Ne

HauMeHOBaHHE

dopmMa BHITYCKA

MHH

PY Ne

HopmaTHBHAs ZOKYMEHTAINA
Homep cepyH

Pazmep cepHH

KonudecTBo Nocne KOHTpold
Ne AHAJIMTHYECKOTO MAcmopTa
[onen no

TIpeAnprATHE-IPOH3BOJHTE/E

TIpeAnpuATHE-YTIAKOBIIHK

00000936 ot 17.11.2021

PEMAKCO.I pactsop aas undy3ui, 400 Ma B KonTelHepax
nonRMepHbIX, PoccHs

Konreiimep 400 M x 5

Hlmauu+MemmuuﬁMnnounn+ano'mnamun+ﬂn-rapnasl KHCI0Ta

JICP-009341/09

JICP-009341/09-210817 w3m.Nel, nam.Ne2
431121

3759 yox

3738 yme
1075
1123

000 (HayuHo-TexHoJOrEIecKas papmanesTHIeckas fupma
JIOJIACAH», 192102, Poccriickas Pefepanus, r. Canxr-Tlerepbypr,
ya. Canosa, A. 72, K. 2, JIAT. A

000 «Hayuno-Texsojoraieckas fapManeBTHICCKAT $upma
JTIOJHCAH», 192102, Poccriickas ®egepanns, r. Canxkr-Tlerepbypr,
yi. Canopa, A. 72, K. 2, IHT. A

AHAJTH3 NPOH3BOACTBEHHOMH JOKYMCHTAIMH

Jloche Ha cepHIO IPOBEPEHO Hda
Jocee na cepuio ofobpeno Ja
KpeTHuecKHe OTKJIOHEHHE OTCYTCTBYIOT Ha

Cepnsi HpoH3Be/eHA H NPOKOHTPOJHPOBAHA B COOTBETCTBHH € JHleA3Heii Ha NPOA3BOACTBO
JleKapCTBEHHBIX CPEICTB, TPeGOBAHMAMH PerdCTPANHOHHOTO 10Che, TpeGoBAHHAMH OPTaHN3AHH
NPOR3BOJCTRA H KOHTPOJIS KAYeCTBA JIEKAPCTBEHHBIX CPEACTR (mpasnn GMP);a TRicke HHbIMH

TpeGoRaHASME AeHCTBYIOLICT0 3AKOHOAATEIbLCTEA.

Ipoaykiug paspeliena K peanuzaniu Hda
: { /s
Y OJIHOMOYSHHOE JTHIIO G y
HauansHHK OTAENA Crenanosa M.C.
(10DKHOCTD) (pacumdpoBKa OATIHCH)

(nomIcE) /

onosxeHHe o THIle, OTBETCTBEHHOM 32 BHITYCK cepuH (Y NOIHOMOUEHHOM JIMIE 110 KagecTBY), mata yTB. 11.01.2021






