HHTeNnNeKT Ha 3auure
anoposLa

® NOJIMCQH

OBLIECTBO C OFPAHMYEHHOW OTBETCTBEHHOCTDBIO
«HAYYHO-TEXHONOMMYECKAR PAPMALEBTHYECKASA OUPMA «MONHCAH»
192102, Canxr-Netepbypr, yn. Canosa, 72, kopn.2, nuT.A,
ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

Ananurnyeckuii nacnopt Ne 701

[penapar: PEMAKCOJI® pacrBop ans uudy3ui
Cepus: 340821 JICP-009341/09
dopma BelIycKa:  pacTBOp Wi HHQY3ui (konTekinep) 400 mu x 5
Konuuecrso: 3780 yn.
Jlara narorosieHus: asryct 2021 r.
Jlanubie anannza
IMoxazarens Tpebopauus HJI JICP-009341/09- Jlaunblie anajinia
210817, m3m. Ne 1, mam. Ne 2
1 2 3
1. Onncauue Tpospausas GecBETHAN WHAKOCTS CO CABGHIM XAPDAKTCPHIM Tpoapaunas Gecupernas
3anaxom WHIAKOCTE €O C1a0miM
(Opranonerrmayecknil MeToa) XAPAKTEPHBIM JANAXOM
?. MoumanocTs: i i - i -
Berpal onpeaenaenuy HaTpHA (ADC)
ik Hamuume aHaTHTHYECKON0 CHIHANA NPH KONHYCCTBEHHOM Npreyremyver
onpeacaennn xanus (ADC)
e v— BpescHa YACPRHBAHHA NHKOB AHTAPHOR KHCIOTH, METMIOMHHE, CoorsercTsyor
TSN HHOIHHA, HEKOTHHAMHIA B MCTHOHHHA HE XPOMETOIPAMMEN
5 HCMBITYEMOPD PAcTBOPA, MOMYHCHHBIX NPH KOMHYCCTBEHHOM
3 m""mm" " OTPE/ICHCHIH, AOMKHM COOTBETCTBOBATS BPEMEHAM
RO YACPHKHBAHHA THKOB COOTBETCTBYIOMMX BEIICCTS HA
p— XPOMATOTpAMMAX PACTBOPA cpasneius (a) (BIXKX)
peaxuma (Kavecrsensas peakipn, Eur.Ph *, TTonoxrTE HHAR
- MarHHi (peaxuns a))
Tocne npubasacuus ammonns xaopuaa pacteopa 10,7 % n Tonoxkure i Has
amMonin kapbouata pactsopa 15,8 % e Gonee ues nlrxoe
NOMYTHEHHE, NPH fansHeiimeM nprGasNCHHR IHHATPHE
rwapodocdara pacteopa 9 % Geantit kpucTaIHIeCKH 0CaNOK,
HepacTeopHMELL B ammuake pacteope (KauecTsennan peakuis)
3. Ilpo3paunocTs Jonxen 6uih npospausbiM (I XIIT) Ipospaunsiit
4, llseTHOCTH Jomken 6pi1s GecuperrniM (T'O XIII) Becusetnbiii
S.pH Or 6,0 no 8,0 (I'd XIIl, norenusomerpUyeckH) 6.4
6. MexaHH4YECKHE BIUTIOYCHHS . s ) e

= BHAHMBIC MEXAHHHCCKHC BKIIOMCHHA

~ HCBHIAMMBIC MCXAHHICCKHC BRTIOSCHMA

B 1 Ma cpesHes MHCI0 YACTHIL PAIMEPOM
10 MkM 1 Sonee He ACIDKHO NpeBMMmaTs 25, & CPOAHCE YHCNO
4acTHIL panMepon 25 MK # Gonee HE A0MKHO NpessimaTs 3
(I' XIIL, meTon 1)

10 MM Oonee - 1 8] Mn
25 mxm i Gonee — 1 81 Mn

7. U3Bnexaemblii 00bEM, MII He menee nomunansioro (I'® XIII) 425
8. PoacTeenHbie NpHMECH:
: » (—Bl;cé{wjm 3,0 % OT HOMHHANLHOIC COACPKEHHA HHOTHRA 03
. — He Sonee 3,0 % OT HOMMHATEHOID COACPKAHIA 0,3
~ HHKOTHHOBAR KHCAOTA o (HIN00
- HEHACHTHOHIHPOBAHHIIE NPHMECH - CyMMapHO¢ COACPIAHNC HCHACHTHOHULIMPORARHBIX NpUMEceR 04
B IPOUCHTAX OT CyMMB! NIOIHANCH NHKOB HHKOTURAMMAR,
HHOSHHA H MCTHONHHA HE JOIDKHO npeahimars 2,0 % (BIXKX)
9. OcMONAMBHOCTE Or 296 o 362 MOcw/xr (M Xill, xpuockommyecckuit) 326
10. Bampgmmc 9HAOTOKCHHBI IpenensHoe coaepxanue He Gonee 1,9 ED/mn Menee 1.9
(I'd XIII, meton A)
11. CrepribHOCTS Jomaen GuITh CTEPHUITLHBIM Crepunbuniil
(I'D X111, meTon Membpannol GuabTpatsM) Cepre sunyiicaa no
: napaMeTpa
eCTBE . or 132 o 162 mmons/n narpua (ADC) 145
12. Komns i g s ot 3,6 20 4,4 mmoae/n xamia (ADC) 40
or 1,13 50 1,39 mmons/n marsns (Turpuserpus) 128
ot 98 a0 120 Mmoan/n xnopuaos (THTpuMeTpHE) 109
or4,75 no 5,81 o/n CHO (amraproft xucnomsr) (BIXKX) 527
ot 7,85 20 9,60 r/n CH;7NOs (mermomuna) (BIXCK) 8,70
or 1,80 a0 2,20 r/n C;oHaNOs (usommna) (BIMKX) 1.96
o1 0,225 110 0,275 1/n CeHgN;O (mmxorunamug) (BIXKX) 0,246
jot 0,675 o 0,825 r/n Cs HyNO;S (Mernonnna) (BIXX) 0,745
13. AHOMAaNEHAA TOKCHYHOCTE Jomxen Goith HeTokcHaHBIM (['D PO*¥) He ToxcheH

(U1 KOHTEHHEPOB MOJIHMEPHBIX)

HHC-KO-2000-0160 «Koutpoas npousseacuuoll npogyxumu», sepens 10, JHara sseaenns: 10.032021




1 2 3
Tio 400 wn 8 GyTenks cTex BMECTH 500 ma, o 400 st » xowTCRepax w3
14. Ynakoska YKYRODErHse NpOSKans W3 pernn, 05mATHE KOATITKINK NAEHEH MHGTOC A0 HoR
KOMOHHEDORIHHBIME I3 ATIOMBHIA W IUIACTMACCH, noaHoAGHHOROH.
Ha Gymunky nakaennaior yrukeTxy camokneautyiocn. Kawayso Gyrsuxy Ha xonredinep wevonos

BMECTE ¢ HHCTPYKUNCH 1O MEMIMHCKOMY NPHMEHSHHIO TIOMEILAIOT & TEPMONEATH HancocHa
NAYKY H3 KAPTONA, Ha KOTOPON AOTYCKACTCR HAMECEHME YTHXETKH § MpEORES.
KOHTPONA NEPBOTD BCKIWTHA. Bk pok m;;‘f"" ¥
o 400.:?. E % I ‘m’h.mo‘ # d A it
Ha NoMTE/NCD METOIOM TCPMOUSHATH HANOCAT MADKHPOBKY, e ’"Mm,;f
§ xoHTEHIEPOR BMECTE ¢ RBCTPYRIHER N0 MEFIINHCKOMY APHMEHEHIID Tpetosanna HJ x voaxonxe
ROMEISOT B [PYNAORYIO TAPY 3 KBPTOHA FOGPHDOBARKOrD. b

E 1) Mepsrnag ynakobia 1) Nepawanan ynakonka
15. Ma}’?mPOBKa Haor GyThaaxm |y T: TOBApHWH JHAK, HAHMCHOBANHE, Ha xowrelivepe yrazins:
mWmemmmmmmmc TonapHui HaK,
npeayny prEpORKoi ®), nekapcracuiyo 06ueM B | paywenosanue, apec,
MWAAKARTDAX, HOMED CCpHM, CPOK FOAMOCTH, COCTaB, «JCMONRIBHOCTS
329 Ocw/xcrn, mpmmo-.. «BHYTPHBEHHO», e SR,
wllecsamnn P i GYTRUIKE e SRABETCR
nmummm npmm». YCNORHS XPRHEHHN, ipﬂm & e
mfm%mmcm YAOCTOBCDEHME, NHUKTOTPAMMU P“-‘»‘O“Pﬁmm’!“&
nekapersennan fopua, onéM
Ha mﬁmpomm mmm AOTYCKBETCR HAHCCCHHE B MHJUTHAHTPAX, HOMCD CepHHM,
HYECKOID PA WITH ABYMCPHOTO CPOK FOAHOCTH, COCTAR,
"’m an). «OCMOMNBHOCTS 329
Ha xouredinepe T: TOBMpEMH Muiax, e, MOCH/xrw, «CTEPH.THHO,
Tea/axe npouIBOmMTE AR, TOPOBOC HAHMEHOBAHNE NIpENAPATa © «BHYTPHBEHHO». yeronus
PR i sprup i ®, nexap ¥10 Gopmy, ofuem B
XPAHCHHS, HOMEP
HOMCD CCMM, CPOK FOAMOCTH, COCTER, «OCMONRILNOCTS ech
329 MOcs/xr, mpw;mo». «BHYTPHBEHHO, ycaosnx PERCIPIN
XpAHCHMA, HOMEP PETR(TPAIRONHOTO YAOCTORCPEHNR, atyWposcunyro | YHOCTOBCpElmA,
wncany © mexasm O, 1,(2, 3, TEXHOMOIHWECKYIO METKY, TPARYHPOBOUKAR KA C
2) Bropusmas ynaxosxa merkamn 0, 1,2, 3,
Ha nasxe yxaissaior TOBapHBIU IHAK, HAHMEHOBINKE, A1peC, Ten./haxe TEXHOAOTHHCCKAR MCTXA.
APORIBOAUTENS, TOPrOROE HANMEHOBANUE ITPEnapaTa ¢ 2) Bropwusas ynakoska
npeaynpesirensnodl Mapsiporxoll ®, rpynnuposounoe HANMEHOBANNKE Ha amuxetxe rpynnosof
NPENapars, fexap vio hopuy, obnim s Miamonnpax, YIAKOBKH KOHTEHHEDOB
«Ocmonumnocts 329 wOcsxrs, J «BHYTPHBEHHO», | yxazanm Tosapusit inax,

H BHYTPEHHCR ROBCPXHOCTH GYTRUIR He ABARCTCR HAHMCHOBANNE, Aapec,

P SakHEM K apaTan, YCAOBHA XPascHma, TeR/QaKe NpoHIBOIITEAN,
Mwmmxmymmmww TOPTOBOE HEHMEHORIIHHE
«XPaRHTE B HEAOCTYTIHOM I8 AeTeh Mecte's, «[IpusensTs no npenapara ¢
HAANAMCHIIO BPEYA», YCIOBHA OTIYCKA, twrrpHxoso# xox EAN-13, ol

OPEaynPEAHTENRH
dapmaxon (pharmacode), rpadumeckoe wroSpanense Gy mmmnﬁ
o HAHMCHOBRHNC Npenapara,
PA HH® Jexapcraeruas hopua, obsdm
W dopua PACTBOP JUIH YIHH, : s
VTPHE KATEJLHO «OcMomasiocTs 329
a ¥ i D G mOcw/krn, «CTEPH/TBHO»,
o «BHYTPHBEHHO», ycnosus
W'm rpynna METABOJIHYECKOE XPAHCHNE, YCAOBHS OTTTYCKa,
JIonycKBeTCS RAHECEHHE CPEACTE RACHTHAHKADIN ANK CHOTEMM HOMEP DETHCTRLLULOHHORD
ABMKEHM A ICKAPCTBCHHMX NPEHAPATOs. YAOCTOBEPCHUE, HOMCD CEPHE,
Ha sruxerwce rpynnosoil ynaxosks kosTelHEpos yxamasor Tosapust CPOK FOAHOCTH, «XPAHHTE B
INAK, HAMCHOBAHNE, 2/TPeC, TEA./(GAKE MPOHIBOIITENS, YOPrOBOE Hmuc:ynmmacm!
HANMCHORAHHE NMPENAPE ra ¢ NPEIYIPeANTETRHON Mapxuposxoll ¥, Mecteln, dlIpumensais no
TPYRHHPOBOMHOE HAEMCHOBAHKC NPENAPATA, ACKAPCTBEHNYIO HOpPMY, FRDERISHII0 BpRT,
o61EM B MHAIHINTPAX, |coCTaR, «OCMOTRHOCTS 329 MOk, KOANAECTNG xmn‘tﬂzsz:;aol,
«CTEPHIbHO, «BHY TPHBEHHOR, yeaosun xpascnis, yenons urrpuxoso xox EAN-13, ;
OTHYCKR, HOMEP PErHCTDALNORKOND YAOCTOBCPEHHE, HOMED CEPHM, CPOK MAHHNYARUHOHHBIC JHAKH !. L
TOAROCTH, «XPaHHTS B HEAOCTYIINOM AR feTel Mecte!n, «TpumensTs T,-i'
N0 HAIMAHCHHIO BPaYa» KONHYCCTBO KOHTEHRHEPOS, WTPHXOBOH KOA Haseceno cpeacrso
! T .E__ HAEHTHOHKALMH N8 CHOTEMB
EAN-13, Mansryasumomne 3maxs n 8§ Jonycxaeres MORHTODIERTE M cony
HAHECEHNE CPEACTS HACHTH(HKALINK 18 CHCTEMM MOHNTOPHHTS FCKICTRCHMEL. TPenapaom.
DEXAPCTHCHHbLIX IPENAPATOR,
' B sammménnom o1 caeta mecre npu He B saupmménnon ot crcra wecre
16. Xpanenne o P Temnepatype e PR
17. Cpok roanocta 5 et B OyTHUIKAX CTCKASHHBIX, 2 TOAA B KOHTCHHEPAX M3 | 2 1023 B KowTeRnepax i3 nasm

TLEHKH MHOTOCITIO!

[iHOR nonmnoneduHoBOH

* - neficteyromee u3nanue Erponeiickoii Gapmakornien
* - neficteyromee u3nanme ['ocyapcTeennoit Gapmakor

3axmouenne: coorBercrByer TpeGopanuam HJI JICP

Hara Beynaun nacmopra: 21.09.2021

3asenyionmit KAnJl
Hauansuuk OKK

Hupektop no kasectsy

en Poccniickoii ®enepaunn

!

SArMBLEBTHHECKAR DvipMa =

Carnr-{leTepbypr

Ay-HO-TEXH

(MONUCAH»
[lns AOKYMEHTOB

HHC-KO-2000-0160 «Koutpoms npoussencusoi npoaykuHioe, sepens 10, Hara sseacans: 10.03.2021

-009341/09-210817, uam. No 1, u3m. Ne 2

Cpoxk rogrocty no: 08 2023

A. C. Bnacora

A. M. ®énoposa

; %3 H. Ckopux




000 “Hayuno-texnoaornueckan ¢apmauesrayeckas pupma “INOJIHCAH”

Paspeenye Ha peammianuio Ne

HauMmeHnoBaHue

dopMa BRITYCKa

MHH

PY Ne

HopmatuBHas JoKyMeHTaIMA
Howmep cepun

Pasmep cepun

KonuuecTso nocie KOHTpoIA
Ne AHATMTHYECKOTO NMacropTa
lonen no

[MpeanpHATHe-NIPOH3IBOAMTEL

IIpennpuarye-ynakoBIAK

00000729 or 24.09.2021

PEMAKCO!JI pacteop aas nadysmii, 400 ma B xorTeHimepax

noNAMepHBIX, PoccHa

Konreiinep 400 M1 x 5

HnosnlﬁMermomnn+Memounn+Hﬂmrnuaum+§InTapnaa KHACJI0Ta
JICP-009341/09
JICP-009341/09-210817 m3m.Nel, mam.Ne2

340821

3780 yor

3757 yox
701
08 23

000 «HayuHo-TexHOJOrHYecKas papManeBTHIecKan pupma
«TOJIMCAH», 192102, Poccuiickaa ®@enepanns, r. Canxr-Ilerepbypr,
ya. Canosa, a. 72, K. 2, IMT. A

000 «HayuHo-TeXHO/IOTH9ecKas GpapManeBTHIecKan GAPMA
«10JIMCAH», 192102, Poccaiickas @eaepanns, r. Canxt-Ilerep6ypr,
ya. Canosa, . 72, k. 2, AT, A

AHaJIA3 NPOH3BOACTBCHHOM T0KyMEHTAHH

Hocbe Ha cepHI0 IPOBEpeHo Ja
Jocke na ceprio onoGpeno Oa )
KpaTuyeckde oTKIOBEHHS OTCYTCTBYIOT Oa

Cepns nponsBefena 0 NPOKOHTPOAHPOBARA B COOTBETCTBHH ¢ JIHIEH3HEH HA MPOM3BOJCTEO
NeKapCTBEHHBIX CPEACTB, TPeGoBAHHAMME PErHCTPANHOHHOIO A0che, TPpeGoBAHMAME OPTARH3ANAE
MPOH3BOACTEA H KOHTPOJINl KAYECTBA JIEKAPCTBEHALIX cpefcT (npasua GMP), a Takke HHBIMHE
TpeGoBaHHAMH JefiCTBYIOIIEro 3aKOHORATENLCTBA.

IIpoaykuns paspemena K peajH3alHK ~
/;/ Crenanosa M.C.

VnonHoMoueHAOE JTHIIO

Hauansuuk otnena

(DOMKHOCTB)

(pacmadpoBKa NOATHCH)

\(‘noztrﬁca) ; /

TMonomenue o NH1LE, OTBETCTBEHHOM 3a BHNYCK cepHi (YTIONHOMOYEHHOM IMLE N0 KayecTBy), nara yT8. 11.01.2021






