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AHaquTHYecknii macnopr Ne 84

P N001048/01

IIpenapar: PEAMBEPHH® pacreop ans nndysuii 1,5 %

Cepus: 160122

®opma Bemycka: (xoHTeitHep) 250 M x 32 (Tapa kapToHHas) (s CTallHOHapOB)
Konuyectso: 944 ym.

Hara m3rotornenus; AHBapb 2022 r.

Januble ananuza

- HEBHIIHMbIE MEXAHUYECKHE BKIIIOYEHUA

ITokazarenn TpeGosanus HII P N0O1 048/01-290319, Jdannsle anannia
H3m. Ne 1, wam. Ne 2
1 2 3
1. Onucanne [Tpospaunas Gecusernas skuaxocts Tpo3paunan Gecuperhas
(Busyansbift MeTox) HKHIKOCTH

2. MonnuHHOCT:

- AHTapHasA KHCI0Ta Bpemena ynepxupanus nukos AHTAPHOH KHCIOTEI H Cootsetctrytor

- MErIIOMHUH MEIIOMHHA Ha XPOMATOrPAMMAX MCIIBITYEMOro
PAacTBOPa, MNONYYEHHMX TIPH KONHYECTBEHHOM
ONpPEAENCHHH, NOJDKHB COOTRETCTBOBATH BPeMEHAM
YACPXKHBAHHA NHKOB COOTBETCTBYIOMIMX BENIECTR
Ha XpOMATOrpaMmMax pacTBOpa cpasHenns (BIXKX)

- HaTpHH Hamuune  asamwrmdeckoro  cursama fpH Tpacyrcerayer
KOHYECTBCHHOM ONpeAeNeHun Hatpus (ASC)

- KayiuH Hanwawe  awanwrmaeckoro  curuana npH * IpucyTeTeyer
KOTHYECTBEHHOM OnpesencHiy kamms (ADC)

- XJIOPHTIbI XapakTepHas peakuus Tonoxurensnas
(Kadectrennas peakuns ED**2.3 |, peakuus a)

- MarHmi Xapaxrephas peaxuns ITonoxurensuan
(Kauecrpennas peaknms, F'® P®*)

3. IlpospaunocTs JlomkeH ObITh Npo3paynsM (I'd Pd¥) ITpospauniit

4. IlgetHocTs Homxen 6uits Gecusetrim (MO PH¥) Becusernbrit

5.pH Or 6,0 10 7,0 (T'd PD*, TIOTCHUMOMETPHYECKH) 6,5

6. Mexanmieckne BKmoueHus:

- BUAHMEIE MEXaHHYECKHE BKIIOYCHHA Jomxen coorsercTrorats Tpebosanmam CootsercTayer

(I'd PO*, si3yansusiii MeToJ)

B 1 M2 cpennee yueno vacthy pasmepom 10 MM 1 Gonee
He JOMAHO NPEBEIMATH 25, & CPeliHee YHENIO HacTHIL
pasmepoM 25 MKM U Bosiee He NODKHO NpeBHIAaTs 3

(T'd PO*, meton 1)

10 mx™M u Gonee -2 8 1 mn
25 MM v Gonee - 1 B 1 M

7. M3BnexaeMbiii 06ném

He menee noMunansmoro (T'® PO*)

270

8. OcmonansHoeTS

oT 284 1o 347 MOcwM/kr (T'd P®O*, kprockonmueckuit)

314

9. AHOManbHas TOKCHYHOCTD
AN1A KOHTEHHEPOB TOHMEDPHBIX)

Honxen 66ITh HETOKCHYHBIM
(T'd PD*)

Herokcuunnii

10. BakTepuanbHeie 3HA0TOKCHHE! [IpenensHoe conepxanne ne 6onee 0,5 ED/mn Mesnee 0,5
(I'® PO*, meron A)
11, Crepunsnocts Homxen 6biTs crepuasibm (T'D PO Crepunssii
Cepua sumymena no mapaMeTpam
12. Moraomenue B V®-obnactn OnTaYeckas nIoTHOCTS nipenapara npu Anuke poaus 280 0,005
/15l KOHTEHHEPOB NONHMEPHBIX) HIM He Aomxna npesrimiats. 0,2 (CnextpodoromeTprs)
13. Konuuectsennoe onpenienenpe:
T CYKIMHATH Or 41,4 no 50,6 mmoms/n (BIXKX) 453
= METTHOMAH Or40.2 5o 49,2 mmoms/n (BIKX) 42,7
- METIOMHHA HATPHA CYKIHHAT Or 13,5 10 16,5 r/n (Pacuétami MeTom) 143
- HaTpuh Or 132 110 162 Mmoms/n (ADC) 144
« St Or 3,62 z0 4,42 Mmons/n (ADC) 3,93
~deaznlt Or 1,13 20 1,39 muons/n (Tarpumerpis) 1,30
= XIOpT Or 98 no 120 mmons/n (Tuipumetpis) 109

14. Ynakoeka

Ho200mm400an16ymmmmnmnxmmmmo250umt

Ilo 250 mn » xonTelHepax 3 nnéwn

500 mn, ¢ 70 200 unn 400 M1 B GyTEumg o1 MHOT W ¢
BMECTHMOCTEIO 250 wim 450 wn, COOTBETCTBEMHO, YKymOp Ha HHEP METOZOM Tep aTH
NpoGKAMH H3 pesuMM, OGAATHE KOANAMXAMH 3 IR IPKH]

P L] H ILIACTMACCH, 32 wonrchinepa no 250 an sMecte ¢
HaS}nunxymmmmmkmymommmﬂou HHCTPY no MY
Kamayio Gyrsumxy sumecte ¢ HHCTDYKUMeH  mo B IPYImOBY10

e
MPUMEHCHHIO NOMEWAIOT B TTA%KY H3 KAPTCHA, Ha KOTOpo#H jonyckaerca

ITHKETER P p B
Mo 250 wam 500 ma » KOMTEHHEPN H3 TUIEHKH MHOTOCAOHROR
NoNHONCHHOBOH.
Ha outefinep meronom tepmonewats nanocst MapKHPOBKY,
5 s 10 xowrednepos no 250 s 500 ma ewecTe ¢ HHCTPYKIHEH o

Y mp B dLIHK H3 rodpHpoBaKioro
¥ANTORR (i 0 penerry)

‘r;py ALHK M3 KAPTOHA
rodpHpoBaHHOTO (WA CTAUMORADOR).
Konmaectso HHCTPYRLUMI 1o

y passio
KOIIMYECTBY NEPBHYRLIX YIIAKOBOK B
rpymnosoii Tape.

HHC-K0-2000-0160 «Konrpos lipoH3BEACHHOH NpOAYKLHMY, Bepeus 10, [lata BBeeHMs: 10.03.2021




1 2 3

32 ronreinepa no 250 mi wan 20 xoselinepor no 500 ma mmecte ¢
P no np T B [PynNOBYIO
TApY ALGHK M3 KED rodpup (ns os). Kon
MHCTPYKUME 110 MEAMLMHCKOMY TPHMEHENHIO PABHO KOAHYECTBY MEPBUUNBIX
NAKOBOK B TPYONOBOH TAPE.
15. Mapkupopka 1) Mepawas ynaxosxe . 1) TlepeuuHas ynakosxa
Ha yrexerse GYTHAKR yKAJLBAIOT! P AHAK, Ha kouTeliHepe YKa3aHsI:
aapec, TeN/(aKe TPOHIEOARTENR, TOPROBOE HAHMEHOBAHKE npenapaTa ToBapHBIH 3HAK,
© penyIpEMTENLHOM MAPKHPORKOH ®, nexapcTaeRHYIo Bopay,
oGbéM B P TPAIIIO B TTPC HOMED CEpHH, HAaWMEHOBRHHE, A1Pec,
CPOK TOAHOCTH, COCTAR, «TEOPETHHECKAR OCMONAPHOCTS 353 wOcw/m, | Ten./(haxce MPOH3BOAHTENA,
«CTEPWILHO», «BHYTPHBEHHO», «HecMaunsaenocTs TOProBOE HAHMCHOBAHHE
suyTpesnel NOBEPXHOC TH GYTEUTKH HE ABMMCTCR npenapara ¢
X MPHAMCHEHIO MPCTIAPATaY, yenosus xpanens, «lomyckacred P A
22MOPEXMEAHHE TPENAPATEY, HOMCP PEFHCTPALHOHROMD WPW“g’m
ynocTopepeans, mHKTorpaumer. @, 4 MapKHpoBKOH ®,
Ha koMb KOATIAUKE AONYCKALTCE nexapcTBEHHAA GopMa,
ATRHOIO TEXHOMOT ROMEPA W/EER KOHLCHTPAIHA B NPOLEHTAX,
s L g (D). A et ezl HOMEP CEPHH, CPOK NOAHOCTH,
mmnomm! : M TEXHONOTHYECKAA METKA,
Ha rouTeiHepe ¥ apHEi 3HAK, anpec, 06BEM B MHAJHIMTPAX, COCTaB,
Ten./dhake NPOMIBOIHTENA, TOPTOROE HARMCHORAHKE MPENAPATA ¢ «TeopeTHuecKan
;'Wm“m’“mm”wﬂwm““m‘? m“mp"?- oeMOASpHOCTE 353 MOCM/m»,
g 1MI0 B TPOLCHTAX, HOMEP x

TEXHONOTHHYECKYIO METKY, OGLEM B MILTH/IHTpAX, COCTRE, «CTEPHJILHO»,
«Teopernueckan ocnoprocTs 353M0cM/m, «CTEPHJIBHOM, «BHYTPUBEHHO, yenoshd

«BHYTPHBEHHOw, ycrosns xpaneuus, «[lomycxacTea
P TpenupaTi, HOMEP PErHeTp ro

YAOCTOBEPEHAS, TPATY HPOBOUHYIO UIKANY C HBPOBLIMHE METKAMMY.
2) Ha nauxe y YT TOBBPHBIA 3HAK, anpec,
1en./aKe DPOH3BOMHTENR, TOPFOBOC © Tpe Ay PEAHTEALHOR

pKHPOBKOA ® H rpyTIHP npenapara,
NeKAPCTBERHYIO GOPIY, OTHEM B MMITTHAHTPAX, KOHLEHTALIIO B
TIPOLEHTAX, COCTAR, «TEOPETAYECKAR DCMOIAPHOCTE 353 nOcw/my,
«CTEPHILHO», «BHYTPHBEHHO,, yenosus xpancns,
« Y TCR P npenap HONCP PErHCTP
YHOCTOBEPEHHA, HOMC]) CCPHH, CPOK FORHOCTH, (X paruT:. B
HenocTynHOM uta iereht wecTe!, «TIPHMERSTH N0 HATHACHHIY
Ppaua», YCIOBHA OTITyCKa, MITPHXOBOH KO EAN-13,
«HecMasHBAEMOCTS BHYTPEHHEH NOBEPXHOCTH BYTHLIKH He ARNRETCH
i Tpenaparay, rpaduseckoe

npo JAHHEM K
nI0Opamerne
ByTeuTki ¥, MMKTOrpaMNb, paciHipOBKA MHKTOrPAMM

M sexaperaesmas bopwa PACTBOP [UIS HHGY My,

ok criocod npuueniesnis BHYTPHBEHHO KATIESBHOR,

«f = hapmaxoTEPATICE THECKAR PACTBOPSI, BJIHAKOUIHE
HA BOJHO-2JIEKTPOJIMTHBIH BAJTIAHC».

JlonycKaeTcs HAHECEHHE CPCACTS MACHTHOHKALAK ATH CHCTEMBL
MOHHTOPHHTA JBIAEHHA NEXADCTREHHRIX TIPENAPATOB.

Ha sTHxeTKe MUEKa 13 rodpHPOBANKOrO KapTONa (OTAYCK RO peuenty)

y T TOBAP INAK, axpec, Ten./paxe
TIPOH3IBOHTENA, TOPrOBOE ¢ NP T HOH MapIHp HRH
IPYInHpC npenapaTa, NekapCTeeHHyIo GopMy,

00BEM B MILTHIMTPAX, KOHICHTPALMIO B NPOUCHTAX, COCTAB,
«Teopermieckan ocmompaoeTE 353 MOcM/n», «CTEPHJTBHO»,
«BHYTPHBEHHO», ycNoBHR XPaHEHHA, YCTIOBHA OTIYCKA,
«JlonycKaeTCH 3aMOPAKHBAHHE NPCNAPATAN, HOMED PEMMCTPALIMOHHOID
YAOCTOBEPEHHA, HOMED CEPHM, CPOK FOIHOCTH, «XpanHTs B
HEAOCTYTHOM ANA ficTeil MecTe!», «TIPHMERATE N0 HASHAYCHHIO
BpauA», it it kox EAN-13,

MAHMNYIAIHOHHBIE 3:mm!, Jl T ‘l- ’

JlomyckaeTca HAHECEHHWE CPEACTB ¢ Aax ]
MOHHTODHHTS ABIKCHHA ICKAPCTBEHABIX NPENAPATOs.

s crausonapos. 1ia 3THKETKE TPY y xonTefinep

{mns cT POB) YEAIBIBAIOT PHBIH 3HAK, anpec,
Tea./hake TPOHIBOMTENI, TOPrOBOE ¢ TPy IPEAHTENLHOM
MapxHpOBKOH ® K rpynnHp penapaTa,

nexapcTREHHy10 HOPMY, OGLEM B MIITHINTPAX, KOHUEHTPALMIO B
NPOUEHTAX, COCTAB, «TEOPETHHECKAR OCMOIAPHOCTS 353 mOcm/n»,
«CTEPHWIBHOw, « BHYTPHBEHHO», yclioBRs Xpanenns,

«Jlomy TCA 3AMOD! npenapata», HOMED PErHCTPALHOHHOTO
YAOCTOBEPCHMA, HOMCP CCPHM, CPOK OIHOCTH, «XpaHHTs B
HENOCTYTIHOM JUIs jieTed Mectel», «[IpAMEHITS 10 RAIHANCHINO
spauay, «Jla% CrALHONAPO», KOMHYECTRO KOHTEHHCDOB, mTPHXOBOR

|
xoa EAN-13, MAHH Ty RLHOHHBIC JHAKK !.l_]., T. *{'
JlonycxaeTca HAHECEHHE CPEACTS HAEHTHHKALHK [UTH CHCTEM
MOHHTOPHHIA 1B NEKAPCT TpenapaTos.

XpaHeHus, «/lonycKaeTcs
3aMOpOKUBAHKE NIPETIAPATAY,
HOMEp PerncTpaLHOHHOTO
YAOCTOBEPEHHA,
rpaiyHpoBOUHas MWKana ¢
HAPOREIMA METKAMH.

2) BropuuHaa ynakoBKa

Ha JTHKETKE rpynnoBof
YNAKOBKH KOHTeRHEepoB (w1
CTALHOHAPOB) YKa3aHBL:
TOBapHbIH 3HAK,
HaHMEHOBAHHE, AJIpec,
TeN1./haKe NPOH3BOAMTENS,
TOpProBoe ¢
NpeAYTIPEAHTEIbHOM
MapxupoBkoil ® u
FPYNIHPOROYHOC
HAMMEHOBAHHA NPENapara,
nekapcreenHan Gopma, 00bEM
B MMIUTHIIHTPAX, KOHLIEHTpaLIR
B MPOLICHTAX, COCTAB,
«TeoperHueckas
ocMonspHocTs 353 MOcM/n»,
«CTEPUJILHO»,
«BHYTPUBEHHO», ycnosus
xpanenus, «[lonyckaercs
3aMOPEKHBAHHE NPETIAPATA»,
HOMEP PErHCTPaLIHOHHOIO
YAOCTOBEPEHHA, HOMCP CEPHH,
CPOK TOAHOCTH, «XPaHHTE B
HEAOCTYIIHOM JUIA ACTCH
smecte!», «[IpUMenaTs no
HasHAuCHMIO Bpadan, «[lnd
CTALMOHAPOBY, KONHYECTBO
KOHTCHHCPOB, LITPHXOBOH KO
EAN-13, MannnyisLAOHHbIE
amaxn LI T, 4; .
Haneceno cpeacTso
HACHTHHHKALMA U1 CHCTEMBI
MOHHTOPHHTA IBHKCHAL
NEKAPCTBCHHBIX NPCNApaToB.

16. Yononia Xpariciria s Mcpbl
NPENOCTOPOAKHOCTH

B saugim@niiosm 0T 00T MOOTe NP TeMnepaType 1ie
peune 25 °C. /loiycKacTes 3aMOPEKHBAHHE MPCTIApaTa.

R 3 HINBRROM 0T GRETA MECTE TINH
Temnepatype He peime 25 °C.
JlomycKkaeTCs 3aMOPAXMBAHNE TPENAPATA.

17. Cpox roaHoCTH

5 net B OyTBLIKAX CTEKIAHHBIX, 3 rona B KoHTEHHEpax U3
UISHKH MEOTOCTOHHOM NoaHONedHHOBOH

3 rojia B KOHTEHHEPAX K3 MNEHKH
oot b i

¥

* _ geficTayiomiee nzaanne FocymapeTneimoli Mapmaroneii Poceniickoii Deaspaluin
**_ neficTeylomee H3nanue Esponeiickoit dapmakonen
BaKTIOueHue: COOTBeTCTBYeT Tpebosanyam HI P NO01048/01-290319, m3m. Ne 1, m3m. Ne 2

Jlara seinaun nacnopra: 03.02.2022
3apeayiomnit KARJ
HauaneHuk OKK

A. C. Bnacosa
A. WU. ®Enoposa

JIMpeKTop Mo Ka4uecTBy C. H. Cxopuk

HMHC-K0-2000-0160 «KoHTpo:Ib NPONU3BEIEHHON NPOAYKIHH», BCPCHA 10. lara BreaeHUA:




000 “Hay4no-rexHooruueckas bapmauesTHueckas pupma “TIOJTUCAH”

Paspemenne Ha peannsaunio Ne

Hamvenobamue

®opma Brycka

MHH

PY Ne

Hopmarusnas goxymenranus
Homep cepun

Pa3smep cepun

Komugecrro nocie korTpons
Ne Aramuruycckoro nacnopra
Tonen mo
lpeanpusrue-nponssogurens

Ipeanpustue-ynakopumk

155 o7 07.02.2022

PEAMBEPHH pacrsop jus HHpysuii 1,5%, 250 ma b konreiinepax
noJIHMepHbiX, Poccniickas Denepanna

Koureiinep 250 mu x 32 (Tapa xapronnas) (1as CTaIlHOHADOB)
Meraomuua naTpus cykannar

P N001048/01

P N001048/01-290319 HMam. Nel1-2

160122

944 ynx

938 ymx
84
0125

000 «Hayuno-TexHoJorHYecKkan thapmanesTHuecKkan tbupma
«IIOJTUCAH», 192102, Poccniickas Depepauns, r. Canxr-Merepbypr,
ya. Canosa, 1. 72, K. 2, uT. A

000 «Hayuno-Texnonornueckas dbapmanesTEYeckan dupma
«[IOJIMCAH», 192102, Poccuitckan Denepauusn, r. Cankr-Ierep6ypr,
ya. Canoea, 1. 72, K. 2, IHT. A

AHAJIH3 TPOH3BOXCTBEHH 0 JOKYMEHTAINA

Hocre na cepuio nposepeno Ha
Hocne Ha cepuro oxodpeno Ha
Kpurnueckne orkinonenns OTCYTCTRYIOT Ja

Cepus npoussejiena u NIPOKOHTPOIHPOBAHA B COOTBETCTRAH C AHUEH3Hell Ha NPOM3ROJCTBO
“IEKAPCTBEHHLIX CPEACTR, TPeGOBANUAMHA PErHCTPANHORNOr) ocke, TPeGOBAHMSIME OPraHHIANNHK
TPOUIBOJCTBA H KOHTPO/IA KaveCTRA NeKaAPCTBEHHMIX cpeacts (npaena GMP), a Takke HHBIMH
TPeGOBARAAMH JeHCTRYHIETO 3aK0HONATeILCTRA.

Hpoayxuws paspemena k peamusanuu Jda

YnonioMouennoe nuno

HaganeHux otnena

Crenanora M.C.

{(momxHOCTE)

(pacumudposka nonmuci)

(mozxmucs) /

TMonoxenyue o JIHLE, OTBCTCTBEHHOM 3a BBITYCK cepHH (YIONHOMOYCHHOM NHie o kavecTsy), nara yte. 11.01.2021







