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Ilokasarens TpeGosauna HJT P N003135/01-220319, Jlannble
HM3m. Na 1 aAHAJM3A
1 2 3
1. Onucanue [Mpospa4nan xunkoCTs *&ENrToro upeta Tlpospaunas xuaxocTs
(BmsyamsHsiii Meton, T® PQ") KEATOTO LBETa
2. IomHHOCTD:
- puGognasuna docdar HaTpHs CHeKTp NornoleH s UCOBITYeMoro pacreopa, CootsercTryer
' TIPHIOTORNCHHOTO M4 KOXHYECTBEHHOTO ONPO/ICeHM,
NoAY9eHHLIR Ha crekTpodoTOMETpE B KioBeETE C
TomuHOR cnos 10 Mm B 06mact ot 300 10 550 um
AOKEH HMETh MAKCHMYMBI TIpH (44542) HM 1 npH
(373£2) um (CroexrpodoTomerpus)
- AHTApHAA KHC/IOTa Ha xpoMaTtorpammax HCIBITYEMOTO PacTBOpa A0/DKHEI
- MEIIOMME TIPHCYTCTBOBATE 184 OCHOBHBIX NHKA, COOTBETCTBYIOLIHX Cootserctayror
S TI0 BDEMCHAM YIIEPKHBAHKS TMKAM MHO3MHA H
R HAKOTHHAMHNA (CnekTPOdOTOMETPHYCCKOE
HA " IETCKTHPOBaHHE OpH 254 HM), B J1Ba OCHOBHBIX HKa,
COOTBETCTBYIOLHX N0 BPEMCHAM YACDKHBAHHA ITHKAM
SHTApHOH KHCIOTHI ¥ MErTIOMHHA
(pedpaxtomerprueckoe NETeKTHPOBAHMKE), Ha
XpoMarorpaMmax pacTopa cpapHenns (a) (BOWX)
3. lpospaunocTs HomxeH GHITH NPo3paYHEIM (I'd POY) IMpospauusrit
4. pH 01 6,0 10 7,0 '® PO", NOTEHIMOMETPHYECKH) 6,7
5. M3rnexaeMslil 06bEM, M1 He menee nomunansnoro (K PD") 10,0
6. MexaHHYecKue BKMOYEHH ’
~ BUIMMEIC MEXaHHYECKHE BICTIONERMS Homken coorseTcTBOBaT: TpeboBarmam Cootsercrayer
(T'® PO, Busyansupii)
. Cpennee uncno wacmy pasmepom 10 Mrm H Gonce He A0sDKHO 10 Mxm 1 Bomee ~ 49
> e e - npessiats 6000 & o/Hol amnyne, a cpemmee uncro HacTHIL Ha aMmymy
pasmepoM 25 MkM u Gojiee He OMKHO NPEBLENATS 600 B ONHOA 25 MKM 1 Bonee — 0
amnyne (M'® PO*, metox 1) Ha anmyy
7. PoncTBEHHEIE NPHMECH:
= THHOKCAHTHH, I'YaHO3HH CyMmapHoe coznepxanne ue Gosice 3,0% o0t 0,1
HOMHHAILHOrO COACPKAHKA HHO3HHA (BICX)
- HHKOTHHOBAR KHCJIOTA He Gonee 3,0 % or Romunansroro CoZiepKAHHA 0,1
HuKOTHHaMHAa (BIXKX)
- HEHJIEHTU(MUMPOBAHHEIE IPHMECK Cymmaproe coniepxanie ot cymmel owaneH nukos 0,03
HHKOTHHAMMJIA H HHO3HHA HE JIO/DKHO npeBaimars 2,0 %
(BIXX)
- MOMHGIABHH He Gonee 0,20 % ot HoMuHANEHOTO COACPKAHHA 0
prbodnasuna docdara narpus (BIXX)
8. BakTepransubie SHIOTOKCHHEL penensnoe conepxanue e Gonce 17,5 E9/ma Menee 17,5
(T'® PO*, meTox A)
9. AHOMA/IBHAS TOKCHYHOCTE flomxen GbiTh HeTOKCHYHEIM (C'd PO Herokcuunmiii
10. CrepunsuocTs Homken GLITL CTepHITBHBIM Crepuibubiif
(T'® PP, meTon membpannot bmTpamn)
11. Konnyecteennoe onpenenenye ot 0,0018 1o 0,0022 r/mn C,,HzN,NaO.P 0,0020
(pubodnasuna docpara Hatpus) (Cnextpodoromerpun)
ot 0,090 10 0,110 r/mn CHO, (arTapuoi kucnoTE) (BIXKX) 0,100
or0,1485 70 0,1815 r/mn C7H,7NOs (Mermomuna) (BIXKX) 0,1664
ot 0,0180 no 0,0220 r/mn CyH 12N4Os (MHO3HHAa) (BIXKX) 0,0199
ot 0,0090 zio 0,0110 r/sen CeHgN,0 (HHkoTHHAMHRA) (BOIKX) 0,0103
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YRaKoBKY M3
KontypHyto a4

NNEHKH NOJTHBHHH/IXIOPHAHOH.
cHKOBYIO YTGKOBKY TEPMOCKISHBAIOT C

NAEHKOH TOKPOBHOM HIH oasroi AnOMHHHEBOH, HITH

. 2 3
12. Vnakoska TTo 10 ma B aviTy1sl KopHuHeroro ctexna. Ha ammyny | Tlo 10 ma s avmynax
HAKNEHBAIOT FTHKETKY CAMOKJIEAIIYIOCS. xopuunesoro crekna. Ha
[lo 5 avmyi |[IOMEm@OT B KOHTYpHyio a4ehkomyio | EMIVAY HaK/ecHa
H}' e 4 2THKETKE CaMOKJICALILAACH.

5 aMnya B KOHTYPHOH
AYEHKOBOM YNAKOBKE H3

TTEHKH

OCTABJSIOT OTKPHITOMA. NONTHBHHIDUIOPHIHOA.

1| WM 2 KOHTYpHbIE A9CHKOBBIC YAKOBKH | KOHTypHas s4eiikosas

BMECTE ¢ MHCTPYKIMEH M0 NPUMEHCHHMIO MOMCILAIOT B | YNAKOBKE,

nayky M3 KaproHa. JIns KOHTpO/A TICPBOre BCKPHTHA TEpMOCKIeeHHAd C

GoKOBbIE Kianalsl NAYKH MOTYT OBITH 3aKNeeHHl ¢ ABYX TUIEHKOA NOKPOBHOH, ©

CTOPOH FTUKETKAMH WAH TEPMOCKIICEHBL. BEGELEIER D
MPHMEHEHHIO NnoMeENICHa B
MavKy M3 KaproHa.

13. Mapxuposka

1) Nepeuunas ynakoBka

Ha amnynax =

CaMOKJICAICHCA ITHKCTKE YKa3bIBAKOT:

TOBapHEI 3HAX IPOH3BOIMTE IS, TOPrOBOE HAUMEHOBAHHC

JAEKApPCTBEHHO!
MAapKHPOBKOA

nperniapata ¢ TIpEAYNPEIMTENBHOHA

R, 00bEM B MHUTHIHTPaX, COMCPKAHHE

AeHCTBYIONMX BELIECTB, HOMEp CEPHH, CPOK OJHOCTH,
JICKAPCTBEHHYIO opMy.
2) Bropu4Has ynakoBKa
Ha naéuke noxpoBHOl YKa3slBalOT: TOBApHBIH 3HAK
npomsoautend. Ha donsre anoMHHHEBOR YKa3bIBAOT:

TOBApHHHA 3H
FOAHOCTH.

NPOM3BOAMTENS, HOMED CEpHH, CPOK

Ha nauke ykasblBalOT: HAMMCHOBAHHMC IPOH3BOAWTENS,

€roc TOBapHEIH

3uak, ampec, Ten/dakc, Topropoe ¢

npenynpeauTesHoii MapKHpoBKoH ® M IPYNNHPOBOLHOE

HaHMCHOBAHHA
NCKAPCTBEHHYK)

JIEKAPCTBEHHOIO npenapara,
dopmy, ofpém  mpenapara B

MRUTHIHTPAX, COCTAB, ycnoBns xpanenns, «[IpuMensTs

MO HAIHAYCHHEY

Bpaya», «XpaHUTL B HCAOCTYMHOM A

aereit wmecre!y, «CTEPHJIbHO», ycaoBus OTIYCKa,
croco6  TIPHMEHCHHA, HOMED  DErHCTPAlLMOHHOTO

YZAOCTOBEPEHHA,

HOMEP CCPHH, CpOK FOJAHOCTH,

KOJHMHECTBO aMny/i B YTIAKOBKe, WUTpAX0oBoH koa EAN-13,

rpadudeckoe 306pameHHe aMITy bl ‘, MUKTOTPAMMBIL,
pacir(ppoBKa MHKTOrPaMM

« nexapcraensas dpopma KUIKAy,

« = criocof npumeneras BHYTPUBEHHO,

KAIIEJILHO»,
L B

« M B papMakoTepaneBTHYCCKan Tpynna [TPOYHE
TIPENAPATHI JJ15 JIEHEHUA 3ABOJIEBAHWHA
HEPBHOW CHCTEMBI».

JTOIyCKACTCA |HAHECEHHE CPEACTB MACHTH(HMKAIMA And
CHCTEMBl MOHHTOPHMHTA [BHXKCHHA  JIEKAPCTBCHHBIX

1) TMeparunan yHaKoBxs

Ha amnysax ®a camoxnesuieiica
ITHKETKE YKAIAHM: TOBAPHLIR 3HAK
NPOMIBOINTENS, TOProsoe

p °
mpenapata ¢ NPEAYNPEANTEARHOR
mapkupossoiil  ®, ofvem B

DefiCTEVIOMMX ~ BEWECTE, HOMED

cepau, cpok TONHOCTH,

AexapeTacuHan Hopma.

2) Bropuwasia yNakosxka

Ha mnadsxe TNOKpOBHON YXAIAHBL

TosapHi IHAK IPOMIBONHTENNA,

Ha navxe yxasaHei: HIHMEHOBAHHE
&

P Tens, €0 TOBAp
3IHAK, AOpeC, TeA/PAKe, TOPIoBOE C
5 =

® T rpym—r;spo;oqm
HAHMEHOBRHUA AEXAPCTBEHHOTO
NpenApaTa, ACKAPCTBEHHAN (HOPME,
oOLEM NpenapaTa B MALUTHIHTPEX,

npenaparos.
14. Xpanenue B 3amumenHoM OT CBETA MECTE NMpH TEMIEpaType He B 3amuIueHHOM OT CBETA
peme 25 °C. MECTE [IPH TEMTIEPATYPE
ne spime 25 °C.
15. Cpok rofHOCTH 2 roja 2 roja

*_ neiicteyromee u3nanue I'ocynapcreenHoH Papmakg
3akmouenne: cooTrercTBYeT Tpebosanuam HJT P NOO
Jlata eeiaaum nacropra: 03.08.2021
3asenyromuit KAnJI

Hauanennk OKK

JIupexTop Mo KayecTBy
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000 “Hayuno-TexHoJ0rAYecKas haApMANEBTHYECKAS ¢upma “IIOJIMCAH”

Paspemenne na peammzanmio Ne

HanmenoBarue

(Dopma BEITYCKa

MHH

PY MNe

HopMartHBHas ZoxymeHTanus
Homep cepru

Pasmep cepun

Komumecrso nocne xorTpons
Ne Ananurugeckoro nacnopra
Tomen mo
TlpenpusTie-nponasoauTens

HpeanpudaTHe-ynakoBITHK

00000622 or 06.08.2021

OHTO®JIABHH pactsop ans BHYTPHBeHHOTO BBefeHns, 10 ma, Na5,
Poccuiickan Qegepauns

ammyna 10 ma x 5 (mavxa kapTosnan)
Humnﬂﬂimcmunmmﬂ’uﬁedmamﬂ*-ﬂn'rapnaﬂ KHCI0Ta
P N003135/01

P N003135/01-220319 m3m.Nel

880621

23 072 yor

23 004 yux
581
06 23

000 «Haygno-Texnosoryueckas GpapMalesTHIECKAS bupma
«ITOJIHCAH», 192102, Poccniickan Menepanus, r. Cangr-Ilerep6ypr,
yia. Canosa, . 72, k. 2, JAT. A

000 «Hayyno-TeXHONOTAYeCKAS dapmanesTHaeckan pupma
W10JTHCAH», 192102, Poccniickan Penepauns, r. Canxr-Ierepbypr,
¥a. Canosa, i. 72, K. 2, I4T. A

AHAIN3 TPOM3BOACTBEHHOMN OKYMEHTALHH

Jocre Ha ceprio HpoBepeRo Ha
Hocke Ba cepuio onobpeno Oa
KpuTuyeckue oTIOHEHHS OTCYTCTBYIOT Ha

Cepnas npoussenena K HUPOKOHTPONAPORAHA B COOTBETCTRMM C JIHIUEH3HEHR HA MPOM3ROACTRO
AEKAPCTBEHHBIX CPEACTE, TPEGOBAHAAMH PErBCTPANKOHHOrO KOChe, TpeGoBaAHHAMH opranuzanuu
APOH3IBOACTEA H KOHTPOJIS KA9ECTBA JICKAPCTBEHHEIX CPENCTR (npasua GMP), a Talke REBIMEA
TpeGoBaHAAMHE JelCTBYIONIET0 3aKOHOAATEAbLCTEA.

Ilpopyxmus paspewrena x peanusanan

Ynomsomouernoe MU0

Hawamenux otnena

la
@ Crenanosa M.C.

(nomkHOCTE)

(Tioamics) / (pacumdporxa moxmucH)

Monoxenne o mune, oTRETCTBEHHOM 33 BBUTYCK CepiH (Y NIONHOMOTEHHOM AMIIE IO KAYSCTRY), Nata y1B. 11.01.2021






