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WHTennexkT Ha sawmre
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OBLUECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTBIO

«HAYYHO-TEXHO/IOT MMECKAS ©®APMALIEBTUYECKAR OUPMA «NONMCAHS

192102, Cankr-Nerepbypr, ya. Canosa, 72, kopn.2, NUT.A,
Ten.: 812 710 8225, arc: 812 764 6284, e-mail: info@polysan.ru

AHannTHYeckuii nacnopr Ne 992

IIpenapar:

Cepus: 1961120
®opma BhINyCKa:

Komuauectso: 6009 yn.

Jara uarorosnenns: nHosGps 2020 r.

PEAMBEPHH® pacrsop ans nndysuii 1,5 %

Janubie ananusa

P N001048/01

KoHTe#Hepsl 250 Ma X 5 (Tapa KapTorHas) (oTnyck 1o penenTy)

B A AT AN

= HEBHIHMbIE MEXAHHYECKHE BKIHOYEHHA

(F'® PO*, pusyansuwii MeTOoA)
B 1 ma cpeanee ancno vacrun paamepom 10 mxm 1
Gosiee we romxHO npensimary 25, a cpeaHee YHeao
HacTHIL pasmepoM 25 Mk W Gonee He JomkHO
npeBniars 3
(I'® PO*, meron 1)

Hokazarens Tpebopanus HI P N001048/01-290319, JMaunsie anannia
H3Mm. Ne 1
1 2 3
1. Onucanwpe IMpospaunas GecuseTHas xuaxocTs Mpospaunas Gecupernas
(Busyansuuilt meton) KHAKOCTH
2. MoauHHOCTD:
- AHTApHaA KHCI0Ta Bpemena yaepxusanns naxon AHTAPHOH KHCIIOTH H Cmemmym
- MEMTIOMHH MCTIOMHHA HR XPOMATOIPAMMAX HCHBTYEMOID
PAECTBODA, [ONYYEHHBIX NPH  KONHYECTBEHHOM
ONpeReneHHH, J00XKHB COOTBCTCTBOBATE BpEMCHaM
YACPXKHBAHUA [THKOB COOTBETCTBYIOUIHX BELIECTB
H8 XPOMATOrpaMMax pacTsopa cpasuenns (BOXKX)
- HaTpHit Hamwawe  amanurwyeckoro  curwana npu TNpucytcrayer
KOTHUCCTBEHHOM ONpeaeneHuy narpus (ADC)
o Hamuswe  aHanutHdeckoro  curnana npu IlpucyTcTayer
KOTHYECTBEHHOM OnpeaeneHHn Kaus (ADC)
- XJIOpHIIBI Xapaxtepuas peakims MNonoxwurensuas
(Kauecraennan peaxums EQ** 2.3.1, peakums a)
- MarHui Xapaxrephas peakis TMonoxurensiias
(Kasectsennan peaxims, I'D Pd*)
3. Npospaunocts Homxen Guith npospaussm (I'D PO*) Ipospanms:ii
4. LseTHoCTS Jomxen 6uiTh GecupeTHhIM (T'd P*) Becunerhniit
5.pH Or6,0 10 7,0 6,4
(T'D PO+, NOTEHUHOMETPHYECKH)
6. Mexanuueckue BKIIONEHHS:
= BHONMBIE MEXAHHYECCKHE BKTIOYEHHS Hoimken cootrercrBOBaTH TpeGopanIM Cootsercteyer

10Mxm uGonee -1 8 1 mn
25 MM HGonee - 1 B 1 Ma

(I'd PO*, KPHOCKOMHYECKHit)

Tl-{zmemuuﬁ 00bém He menee nomunanshoro (I'd Pd*) 270
8. OcMmonansHoCTS 0T 284 10 347 MOcM/kr 316

9. AROMankHas TOKCHYBOCTS
(w1s koHTelHEpOB NONHAMEPHBIX )

Homxen 6uiTh HETOKCHYHBIM
(I'® PO

Herokcuunpiii

10. BakTepuanshbie SHAOTOKCHHMI

(ans xouTelinepon TONHMEPHBIX)

BONHB 280 MM He nomkuHa npessiars 0,2

(CrexrpodoTomerpus)

Mpeaeasnoe coaepxanne He Goaee 0,5 ED/a Menee 0,5
(T'® PO* meton A)
11. Crepunbrocts Homxen GrITE CTepUALHRM (I'd Po¥) Crepuashpiii
CEPHR BRINYIIEHA 1O
napaMeTpas
12. Nornowenue 8 Yd-o6nacrs Orrruseckas notrocts npenapara npu Annne 0,007

HHC-KO-2000-0160 «Kontpons nponssenennof Nponyxunu», Bepens 9. Jlara seenenus: 05.11.2018
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13. Konu4ecTBeHHOE ONpeeNieHHE:
- CyKUHHATHI O1 41,4 10 50,6 mmons/n (BKX) 45,7
- METTHOMHH O7140,2 n0 49.2 mmonw/a (BOXKX) 436
- MEFTIOMHHA HATPHA CYKUMHAT Ot 13,5 no 16,5 r/a (Pacuérnsiit meton) 14,6
- HATpuit Or 132 10 162 mmons/n (ADC) 140
- Kanui Or 3,62 1o 4,42 mmons/n (ADC) 3,95
- Maraui Ot 1,13 a0 1,39 mMons/a (Tutpumerpus) 1,30
- XJIOpH/bi Ot 98 10 120 mmons/a (Turprmerpus) 110
14. ¥nakoska To 200 unu 400 M7 B BYTRUIKH CTEKISHHEIE 1o 250 M1 B KOHTeHHEpaX
BMECTHMOCTBIO 250 1an 500 M, COOTBETCTBEHHO, | W3 TLIBHKH MHOTOCHOHOH
110 UCO, 1o 200 unn 400 mn B GyTsiikn AONHOACHHHOBOH.
CTEKIAHHBIE BMECTHMOCTBIO 250 uan 450 ma, Ha konrefinep MeTo10M
cootBercTBeHHO, no HJL, ykynopestnie npobkaMu mwim':::“ :z:eccua
W3 PeIMHB], O0KATHIC KOANAYKAMH ATIOMHHHEBEIMH | § mm;ﬁmp: o 250 Ma
WM KOMOHHHPOBAHHBIMH H3 AMIOMMHHA H BMCCTE ¢ HHCTPYKIIMNMH 110
TIACTMACCHI. MEAHUHHCKOMY
Ha GyThinky HAKICHBRIOT JTHKCTKY NPUMEHEHHIO NOMENICHBI B
CAMOKIEAILYIOCH. TPYONOBYIO Tapy (qrnyc:
Kaxayio GyTeUIKY BMECTE C HHCTPYKLWMEH 10 B PEURITEY) M3 KAETORA
MCAHLIHHCKOMY NPHMEHCHHIO NOMEINAIOT B NAUKy Ko. ﬂrﬁ&ﬁ?&ﬁlm
w3 kaprona no ['OCT win umnoprHoro. [ins TI0 MEAHUHMHCKOMY
KOHTPOAR IEPBON0 BCKPLITHA KNanaHsl navkHd NPUMEHEHHIO pasho
MOFYT BLITE 2aKIECHbI C JBYX CTOPOH JTHKETKAMH KOJIHHECTRY MEPBHYHBIX
HITH TEPMOKJIEEM. YNaKOoBOK B Ipynnosoi
TTo 250 san 500 M1 B KOHTEHHEPH! H3 TTEHKH e A
MHOroc10HHON nommoneduHOBOH.
Ha xoHTeiHep METOIOM TEPMONEYATH HAHOCAT
MapKHPOBKY.
5 win 10 xouteiinepos no 250 wam 500 M sMecTe
€ HHCTPYKLUHCH 10 MEIHITHHCKOMY NPHMEHEHHIO
NOMEIAIOT B FPYTINOBYI® Tapy (0TNycK 1no
peilenTy) u3 KapToHa rOGPHPOBAHHOTO.
32 xouteitnepa no 250 mu uam 20 KOHTEAHEPOB NO
500 M2 BMECTE C HHCTPYKUMAMH 10
MEIHITHHCKOMY TIPHMEHEHHIO NOMEIIAKT B
rpYNIOBYIO Tapy (A1 CTRIMOHAPOB) H3 KAPTOHA
rodpuposanroro. KoanecTso HHCTPYKUMHA 110
MEIHIHHCKOMY NPHMEHCHHIO PABHO KOTHHCCTRY
NEePBHUHLIX Y TAKOBOK B IPYIINOBO#H Tape.
Mapxuposka B coorsercrauu ¢ Tpebosanuamu HJ1P TpeGosanus cOOMOICHBI

Haneceno cpeactso
HAEHTHHHKAIHH 118
CHCTEMBI MOHHTOPHHIA
JABHAKCHAS JEKAPCTBEHHBIX

Npenaparos.

* _ nefictaylomee wszanwe I'ocy1apcTeernoi dapmakone Poccuiickoit Qenepaiiu

**_ rejicreylomee w3nanue Epponeiickoil dapmakonen
Jakmouenne: cooTseTcTRYET Tpebonannsam HJL P N001048/01-2903 19, m3m. Ne |

Jlara swinauu nacnopra: 19.11.2020

Zaneaytonmit KAnJl
Hauansuux OKK

JlupeKTop No KauecTBy

Cpox roasocTs ao: 11 2023

Moy WGroraecKan
dapmau AaSCRAR Dvibwma

LA QOKyMERT VFZ/

-
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000 "HayuHO-TexHOJNOrmMueckas dpapmManesTudyeckass Qupma "IOIMCAH"

PASBPEIEHUE HA PEAJIM3ALIMK
or 25.11.2020

[lpenapatr, ¢opma BHIIYCKA

PEAMBEPHYH pacTeop nns mubyswmm 1,5%, 250 mn B KoHTeHHepax
nonumepusx B5, Poccuiickas denepamms

Cepusa 1961120
KonuuecTBO IO KOHTPOJA 6 009 ynk
KonuyecTBO NOCJIe KOHTPOJHA 5 987 ynk
' AHanmmMTMYeCKOI'0 MNacrnopTa 992

AHanus NPOMSBONCTEBEHHOM HNOKYMEHTAUMH
locee Ha cepuo NPOBEPEHO Oa
Iocre Ha cepubn omobpeHo Hda

Kpuruyeckme OTKIJIOHEHUA OTCYTCTBYKT da

Cepusi NMpoM3BeleHa M NPOKOHTPOIMPOBaHa B COOTBETCTBMM C JMLEH3MeH
Ha MNPOMSBOINCTBO JIEKAPCTBEHHHX CPeIcTB, TpeboBaHMAMM
PerMcTPauMOHHOTO Oochkbe, TpefoBaHMAMM OpraHM3alMM NpPOM3BOICTBAa M
KOHTpOJIA KadecTBa JIEKApPCTBEHHHX cpencTB (mpaswi GMP), a Taxxe
MHEMM TpeBOoBaHMAMM NeMCTBYKLEeIrO 3akKoHOOATeJsBCTEA.

[Iponykuma paspelleHa K pealms3aulmu Ha

YTIOJHOMOYEHHOS JIMLO t/

Benyumi MHXeHep 00O
KauyecTBY CrenaHoBa M.C.
(monxHOCTSE) (noanuce) (pacumdporka nommacu)

HonoxeHMe O Jiule, OTBETCTBEHHOM 32a BHIYCK cepur ( YIOJIHOMOYEHHOM
JMue o kadecTeRy), mara yrB. 05.12.2019







