WHTennekT Ha 3awmre

3[0pOBbA

® NOJIUCQH

OBLWECTBO C OrPAHMYMEHHOWM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHO/IOTMYECKAA ®APMALIEBTUMECKAR ®UPMA «TONIMCAH»

AnanuTHyecknii macnopr Ne 169

192102, Cankt-Netepbypr, yn. Canosa, 72, Kopn.2, NMT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

Mpenapar: IMAKJIOPEPOH® TabiieTKH, NOKpbITHE KRMEYHOPACTBOPEMO#H 060104K0#H 150 Mr

Cepus: 150220 P N001049/02
DopMa BHIITYCKA: (xoHTypHas A4efikoBas ymakoeka) 10 x 5 (nauxa kapToHHas)
Konuuectso: 22152 ym.
Jlata uarorornenna: ¢espans 2020 r.
JlaHHBIe aARAIHA3A
IMoxaszaTennb TpeGopannsa HII P N001049/02-081018, H3m. N 1 JanHble aHann3a
1. Ommcanue Kpyrnbie IBOSKOBHITYKIThE TAGNETKH MEATOTO LIBETA, NOKPHITHIC Kpyrmie mposxosnmyxmae
KMmcuHOpacTBOpHMoH 0Gonouxoi, Ha noncpeunom paspese aapo xemroro mﬂm‘;"m
upeta SOEpAIIY
@y, 10 Po) B el
paspese 1apo XENTOTO IBETA
2. TToa/mHAOCTS: i
C]'lﬂﬂ'pﬂ TIOoT) HHA HCTILITYCMOTO PacTBOpa H pacTeopa HCHHA B 0OTBETC
e obnacmi ot 34,'3“.111: 450 HM DOJDKHE! HMETS MAKCHMYMEL H m?ml:uyuu Ilpl)! e TBYI0T
OHHHX M TeX Xe JTHHAX BONH (CnextpodoToMeTpHn)
Bpema yaepraisasms 0CHOBHOTO MHKA Ha XPOMBTOTPANMC HCIHTYCMOTD
PacTBOpA, MPHIOTOB/IEHHOTO A/ KOJHYECTBEHHOIO ONpEAeNCHHS, J0/DKHO CootBeTcTBYET
COOTBETCTBOBATH BPEMEHH YACPKHBAHHA OCHOBHOTO ITHKA HA XPOMATOrpaMMe
pacTeopa cpasnerns (b) (B3XX)
- MEMTIOMHH T1xTHO po30BATO-OPAIDKEBOTO LIBETA METTIOMHEHA HA XPOMATOTPAMME
(N-MeTHITIOKAMHH) HCTINTYCMOIO PACTBOPA 110 NOJIOKEHHIO, OKPACKE H BEJIHIHHE J0JDKHO CootercTByeT
COOTBETCTBOBATE NATHY METMIOMHHA Ha XPOMATOTPaMME PAcTBOPA CPABHCHHA
(TCX)
3. PacTBOpeHHe 1-1 cranua — e Gonee 10 % axpHOOHYKCYCHOM KHCIOTH 33 60 MEH 0
2-3 cramua — He McHee 70 % (Q) akpHAOHYKCYCHOM KHCIOTH 38 45 MHH 98-100
(I'® PO*, Cnexrpodoromerpus B YO 1 BHmumol o6nacTax)
4. PoacTeeHHEIE IPHMECH EnuHuuHad Heﬂemqump&n;nxgg npaMecs — He Gonee 0,20 % 0,03
Cymma npumeceii — e Gonee 0,50 % (BIXX) 0,03
5. Mnu OrHIecKas Kareropus 3A
qﬂxaon re g@*) CootBeTcTBYET
6. OHOPOIHOCTE NO3HPOBAHHA HomxeH coorsercrsosars TpeGoranuam (TP PO*) CootBercTByeT
AV=338
7. KonnuecTeHHOE
onpeneneHHe:
- aKpHAOHYKCYCHaA KHCJIOTa Or 142,5 mr 10 157,5 Mr CisH1INO3 (akpHAaOHyKCYcHOR KHCIOTEH) B 1453
Tabnerke (BIXX)
- MEINIIOMHH Ot 131,4 Mr 10 160,6 Mr CsH17NOs (Mermomuna) B Tabnerxe 148,7
(N-MeTHITTIOKAMHH) (THTpHMETpHA)

8. Ynakoska

Tlo 10 win 20 TabAeTOK B KOHTYPHYIO A4CHKOBYIO YTIAKOBKY H3 IUIEHKH

NIONMHBHHAIXNOPHAHOH H GONLIH AMOMHHHEBOR N4 YIAKOBKH. sueiiosoli ynaxoske K3 MiEHKE
1 xoHTYpHY10 SHciiKOBYIO Ynakosky no 20 TabneTok, 1 Wi 5 KoHTypHBX NOMMBHHEAXNOPRHON B (omsru
A4CHKOBRIX YNakoBok no 10 TalneTox BMecTe ¢ HECTpYKuMEH No amOMHHENEBON 13 YIAKOBKH.
ME/JUIHHCKOMY NPHMEHEHHIO NONEMAIOT B MA9Ky H3 KApTOHA. 5 KOHTYpHRIX AueitkoRsx
Jins KOHTPONA NEPBOrO BCKPLTHA GOKOBBIC KIANAHK NAYKH MOTYT GLITH ymmlom;mmm
3aK/ICCHB ITHKCTKAMM. [1a4KH MOTYT GHITS CrpyNMUpORaHE B GaHACPOTH © MHCIpymUich no
HMCHCHHIO
TepMoycanouHoH migHKoit. TaakH WIH GaHIEPONH NOMEMAIOT B IPYTNOBYIO nxmmp -
Tapy. TpeGozanna HJl cobmozen.
9. MapxwupoBka B cooreerctenn ¢ HJT P N001049/02-081018, Ham. Ne 1 ByCT

* - neficteyiomee m3nanue I'ocynapcTeennoit dapmakonen Poccriickoit Denepanmu
3axmoueHne: cootsercTeyer TpeGoannam HJI P N001049/02-081018, Ham. Ne 1

Jara Beiaun nacnopra: 27.02.2020

3aseayroumii KArJI
Havuansauk OKK

JlupekTop no kavyecTey

CankT-MNeTtepbypr
HayuyHO-TeXHONOMY 2
apMaueBTMecKas Prpma

«MONMUNCAH»

Ons goKyMeHTOoB

HHC-KO0-2000-0160 «KoHTpons npom3seaeHHON MPO/IyKiHm», BepcHa 9. Jlara epenenna: 05.11.201

Cpok roasoctH n0: 02 2022



000 "Hayuno-TexHONOIMYECKAS dapMauneeTHueckass pupma "IOJMCAH"

PA3PENEHUE HA PEAJIMBAIIMI
or 05.03.2020

[lpenapaT, Q¢opMma BHMyCka

IMKIIOPEPOH® TabneTxy, NoxpuTie KUMIEYHOPACTBOPUMON oBonoukoit 150 mMp

® 50 Poccuitickass denepanms

Cepusn 150220
KommuecTBo 1o KoHTpomns 22 152 ymok
KoynmuecTso nocne kourpons 22 138 ynk
N Anammruueckoro nacnopra 169

AHaNM3 NPOMSBONCTBEHHOM HAOKYMEeHTalmMM
flocbe Ha cepuw NpoBepeHO da
Hdocke Ha cepun omoBpeHo Oa

Kpurnueckue oTKIIOHeHMA OTCYTCTBYIT Oa

Cepusa npousseneHa u [IPOKOHTPONMPOBAHA B COOTBETCTBUM C JHUeH3Melt
Ha INpOMI3BOIOCTEBO JIEKaApCTBEeHHBIX CpelCTB, TpQﬁOBaHHHMM
PETHMCTPALMOHHOTO NOCke, TpeBOBAHMAMM OpPTaHM3AaLMM IPOM3BONCTBA M
KORTPOJIA KadYecTBa JIEKAaPCTBEHHHX CPencTB (npabBui GMP), a maxxe
MHEMY TpeOoBaHMAMM HelCTBYOLErc 3aKoHONATesNbCTBA.

[lpoayxuma paspemeHa K peanuszaumm Ha

YIoNHOMOYEeHHOe JIMIIO

OupexTop no
KAaveaTRy o Cxopur .M.
{IOIIKHOCTS ) (noanuce ) (pacmmdpoBka nopnmcu)

ITonoxkeHUe o JiMye, OTBETCTEEHHOM 3a BRHIIIYCK cepumn ( YHOHHOMOHEHHOM
jJuue no KadecTBy), nata yrs. 05.12.2018




