AHanuTH4YeckHi nacnopt Ne 764

ITpenapar: PEAMBEPUH® pactsop ans undysmii 1,5 %
Cepus: 1150921

®dopma Beimycka:  koHTeiinep 500 Ma x 5 (Tapa xapToHHas)
Komuuectso: 3007 ym.

Jlara usrotoBnenus: ceHtadpp 2021 r.
JaHHBIe aBAIH3A

MHTeNNeKT Ha 3awmre OBLLECTBO C OrPAHMYEHHON OTBETCTBEHHOCTbIO

JAPPORDN «HAYYHO-TEXHONOTUYECKAA GAPMALEBTMYECKAS GUPMA «MONMCAH
192102, Canxr-Nerepbypr, yn. Canoea, 72, kopn.2, AMT.A

® NOJIMNCQOH ren: 8127108225, daxe: 812 764 6284, e-mail: info®polysan.ru

P N001048/01

(I'd PO*, susyansuuiii MeTox)

B 1 mn cpeanee YrHCno wacTHil pasMepoM 10 MkM 1 Gonee
HE JI0JDKHO NIPEBHIMATE 25, a cpeiHee YHCIO YacTHIL
pasmepom 25 kM 1 Gonee He NOIDKHO NPeBRINaTs 3

(P PP*, meroa 1)

- HCBHIHMbI¢ MCXAHMYCCKHC BKIIOYCHAA

Hokazareab Tpebosarra HJI P N001048/01-290319, JlaHHBIe aHAIN3A
H3M. Ne 1, nam. Ne 2
1 2 3
1. Onucanne I[Tpo3pa4yHas GeCUBETHAS KHIKOCTh [po3pa4nas GecuperHas
(Bu3yanbHbifl METOR) KHAKOCTh

2. TToLTHHHOCTS:

- AHTAPHAY KHCIOTA chMcHﬂ YIACPKHBAHHA THMKOB SHTApHOH KHCIOTH H CooTBeTCTBYIOT

- METTIOMHH MEr/IOMHHA Ha XPOMATOIPaMMaX HCTIHITYEMOrO PacTeopa,
MONMYUEHHBIX TMPH  KOMMYECTBEHHOM  OMpElEEHHH,
JOIDKHB COOTBCTCTBOBATE BPCMCHAM YACDKHMBAHHA NIMKOB
COOTBETCTBYIOIHX BEMIECTR Ha XpoMaTorpaMmMax
pacTeopa cpaBHeHHs (BIXKX)

- HaTpRA HamiiHe aHATHTHYIECKOTO CHIHANA NMPH KOJHICCTBEHHOM TIpucyTcTBYCT
onpenencHnk Aatpua (A3C)

- Ramit Hanuune ananMTuMeckoro curHana npH KONH4ECTBEHHOM IlpucyTcTRYeT
onpenenexHn kanug (ADC)

RETA XapaxTepHas PeaKums Tlonowurensaas

B ; (KauecTeHHan peakuna EQ** 2.3.1, peakima a)

= XapakTepHas peaKiHa Tonoxwrenssas

(KauecTBenHas peaxums, ['D PO*)

3. [Ipo3pagHoCTh JHouxen Gbrrh npo3paunsiM (IO PO¥) IIpo3paunmnii

4. LIgeTHOCTH JTomkeH OITE GecuBeTHEIM (I'D PP*) becuseTHBIH

S.pH Or 6,0 no 7,0 (I'® P®*, noreHuHOMeTpHIECKH) 6.4

6. MexanH1€eCKHe BKIIOUCHHA:

- BAOHMbBIC MEXaHHICCKHC BKIIOYCHHA Jlo/DkeH COOTBETCTBOBATE TPEOOBAHHAM COO‘TBBTCTBYBT

10 Mx™m 1 Bonee -1 B 1 M
25 mxM u Gonee -0 B 1 M

CTEK/IAHHEIC BMECTHMOCTBIO 250 WnH 450 M1, COOTBETCTBEHHO,
YKynopeHHsie mpofkaMu H3 peanHsl, o6xaTuie xormauxkaMu
AMOMHHEEBHIMH HIH KOMOGHHHPOBAHHEIMH H3 AMOMHHHA B

7. U3pnexaemsiil 06bEM He mMenee nomunamsHoro (I'G PO¥) 540
8. OCMOIIBHOCTD ot 284 10 347 MOcM/kr (T PD*, KPHOCKOHYECKHEH) 315
9. AHOMaTbHaA TOKCHIHOCTH HomkeH GBITE HETOKCHYHBIM Herokcuunmii
(U1t KOHTEHHEPOB MOIMMEPHBIX) (T'® PO*)
10. BakTepHanbHEIE YHIOTOKCHHE TTpenensHoe conepxanue He Gonee 0,5 ED3/Mn Menee 0,5
(I'D PO*, meTon A)
11. CrepwibHOCTE Jlomxken GHTE crepHbHEM (['D PO*) CrepribHbii
Cepna prmyIIeHa NO MapaMeTpaM
12. Tlornomenue B YP-0bimacti Ommeczagtonnmm NpEnapaTa NpH AIHHE BOITHBI 0,010
HM HE AO/DKHA NpeBHmaTs 0,2
(st KoHTEHHEPOB MOJNHMEPHBIX) (Corrpofiviousrxin)
13. KonmuecTBeHHOE OIIpENE/ICHHAE:
- CyKIMHETH Or 41,4 a0 50,6 mmoin/n (BIXKX) 45,5
= MErTIIOMEH 0t 40,2 50 49,2 myome/n (BOXX) 4,1
- Mer. i C L Or 13,5 110 16,5 r/n (PaceéTmuii meton) 14,8
- HaTpHit Or 132 no 162 mmom/n (A3C) 143
- xamit Or 3,62 1o 4,42 umoms/n (ADC) 392
- MArHMA Or 1,13 no 1,39 mmons/a (THTpaMeTpHS) 1,29
- XTOpRIN Or 98 no 120 mmons/n (Turpamerpua) 108
14. YoakoBka Tlo 200 nnu 400 M1 B GyTHUIKH CTEKISHHBIE BMECTHMOCTBIO 250 [To 500 mn 8 koHTERREPAX W3
wi 500 ma, cooTeeTcTBeRHO, o 200 W 400 M 3 GyTRUIIGH TAEHKH MHOTOCTOHHON

nonsonedrHoBOA. Ha xouTelinep
METOJIOM TEPMOMNEUATH HAHECEHA
MapKHPOBKA.

HAHECEHHE ITHKETKH KOHTPOJA NIEPBOr0 BCKPHTHA.
To 250 wax SO0 M B KOHTEHEPL! M1 NAEHKH MHOTOCIOHHOR
nonmnat»mosoﬁ

TUIACTMACCHE. 5 xorrefmepon no 500 mn BMecTe ©

Ha Gymaaky HAKICHBAIOT ITEKCTKY CAMOKICALLYIOCA, Kmx.cmo HHCTPYKIMAMH 110 MEHLHHCKOMY
GYTHUTKY BMECTE ¢ HHCTPYKLMEH 110 A y np jé ) I B JUIHK H3
NOMEILAIOT B NAYKy H3 KAPTOHA, HA KOTOpoil Aoy rodpap 0 KapToHa (OTImycK

nO pewenTy).
Kommecrzo mHCTpY™INiT No
MEHIUENCKOMY MPHMEHCHAKY

Ha Y. KONHIECTE: THBX
5 man 10 lmn'eﬂnepm o 250 500 MJl BMECTE C nucrpymuen no pasno Y Hepn:f
Sl y T B ALK U3 TOHPHPORIHHOTO YNaKoBOK B IPYNNoBoi rape,
__saprons (mrc- no peuenty).

HHC-KO-2000-0160 «KoHTpons npon3seneHHOH npoaykiumy, Bepcus 10. [lata seenenms: 10.03.2021




Ten./dakc np TeNs, TOPropoe npenapaTa ¢
NpeAyNpeaHTENbHOR MAPKIDORKOH ®, nexapcTeeiyio GopMy, 063éM B
MUIUTATHTPAY, KOHIEHTPALIHIO B MPOLEHTAX, HOMEP CEPHH, CPOK NORHOCTH,
cocTas, «Teopermma oc,‘mmpm\ 353 mOcw/n», «CTEPWIIEHO»,

«BHYTPHBEHHO», oF » BHYTpEHHeH ™
GyTBUIKH HE ABAAETCA N 1 HHEM K TIp
YC/IOBHA XpaneHns, « oMy aeTCa 3AMOPANHBAHNE lrpempnu muep
peruer Yy BEPEHMA, IHKTOIPAMMEL; ., [
He HIH KOMOKHHD ¥ o

L0y dro HOMEPa W/ ABYMEpPHOrO
[y na (2D). [ f Ha It KONNAYO0K MOTYT GuiTe

priif 3naK ¥ P Tens.

Ha xonTefiHepe yKaInsaoT p BHAK, anpec,
Tea./axe np TeAA, TOProBoe c

npeaynpempTELHON MapKypOLEO ®, nmpcrwmym (bopny
KOHUEHTPALIHIO B POLIEHTZX, HOMEP CEPHH, CPOK NONHOCTH,
TEXHONOIHYECKYIO METKY, (OnéM B MHATHNIHTPAX, cocTas, «Teoperuveckan
OCMOTPHOCTS 353MOcM/ 1y, «CTEPHIILHO», «BHYTPMBEHHO»,

«Jlonyc 3AMOPAXHBARME NPENAPATIH, HOMED
perucTp Y PEPENNA, rPATYHPOBOUHYIO INKANY ¢ LnpPOBLIMH
METKAMM.

2) Ha nagke yKaswBasoT ToRapHMH IHAK, anpec, ren./pakc
MPOH3BOIHTENA, TOPrOBOE ¢ NP P i MBPKHD ®n
FPYTITHPOBOYH 2, nexap Y10 opay, obném

B MIUAMIMTPAX, KOHUEHTPALMIO B llpuumrm:, cocras, «Teopernyeckan
oemomaprocts 353 MOcw/i», «CTEPWITBHO», «BHYTPUBEHHO»,

«Jlor 3aMOpa. TpenapaTan, HoMEp
perueTp © YAOCTOBEPCHHA, HOMEP CCPHH, CPOK TDLHOCTH,
«XpaHUTL B HENOCTYMHOM [ne neTedl mecTely, «IpuMERSTE NO HASHAYEHINO
Bpauar, YCHOBMA OTITYCKE, [rTpHxoBoi xop EAN-13, «HecmaunBaemocTs
BHYTpeHNeH NOBEPXHOCTH (YTHUIKH HE NBISETCH MPOTHBONIOKASAHHEN K
TIPHMEHEHHIO NpEnapaTay, [PahHIecKoe HIOOpaMEHNC
Gyreunxn ', MHMXTOrPaMMEL PACHIH(BPOSKE MHKTOrpaMM
@ nexapcraennan dopvs PACTBOP JULA MHOYIUk,

cnocob npumenenns BHYTPMBEHHO KAIEJIBHO»,
[ gapmaxorepanesmirves as rpynna PACTBOPEL, BIVLIOLIHE HA
BOJHO-NEKTPOIMTHbIA BAJIAHC».
Homy oA cpencTs g Ans
MOHHTOPHHIA JIBIDKCHIEN JIEKAPCTBEHHLIX NPENAPATOD.
Ha 3THKeTKe AUMMKA H3 TOGPHPOBAHHOTO KAPTOHA (OTIYCK 1O peLierTy)

iH IHAK, Hue, anpec, Ten/daxc
npomnmm Toprosoe | npenynpegHTensrol Mapxuponxofl ® u
PYTITHPOBOYHOS HHA PENAPATA, NEKAPCTBEHHYIO HOpMy, OTBEM
B MITLTHIHTPAX, KOHUEHTPALIIO B MPONENTIX, COCTAS, «Teoperrecian
OCMOMAPHOCTS 353 MOcM/113, «CTEPHIIBHO», «BHY TPHBEHHO»,
YCNOBHA XPAHEHMN, YCAORHE OTTIyCKa, «JlomyckaeTes 3aMopaxiranse

#, HOMEP PErHCTy 0 YAOCTOBEPEHHS, HOMEP CEPHH, CPOK
m)mocru, (Xpm-urrs B HEZOCTYTIHOM /1A fiereid MecTe!, «llprmentTs no
HAIHAYEHHIO BPAUN, KOHYECTBO tomlhepoa urpmxosoft kog EAN-13,

sy e ILT .

uumrmpnm BIDKEHHS .v:éupcnennm MPEnapaTos.

s craurorapos. Ha sTHKeTke rpynnosoi ynaxosxu xouTefinepos (s
CTALMOHAPOB) YKASBIBANOT [OB2PHMA 38aK, numemmu:, aapec, Tea./dakc
NPOH3BOAMTENN, TOPrOBOE [ NPEAYNp poBkoA ® u

rpy YUHOE )BAHHA NPENapeTs, lenpcm:mmo tbopuy, obnem
B ORI B cocTan, «Teoperuueckas
ncnnn:pm:cu 353 u()cw’m «CTEPHJBHO» «BHYTPHBEHHO»,

¥ «Jlomyt 3AMOPAXHBAKKE NPETIADATEN, HOMED
per 0 YAOCTOBEPEHHA, HOMCD CEPHM, CPOK TOAHOCTH,
«Xplmm B HEZOCTYMHOM 118 ReTedl mectels, «TIpnmensTs no hasHavenkto
Bpatiay, «[ns AP0, KOMTHUeCTBO KowTe LITPHXOBOA xOx

EAN-13, Masunysaumonsie IHaxn !, -u-, T, 'H‘ Hpmycraerca
cpeacTs e ZAR CHCTEMBI MOHHTUPHEIS ABHKEHHR
NEXAPCTBEHHBIX MPENAPATs,

2 3
32 wonredinepa no 250 mn wm 20 xouTeitnepor no 500 Ma BmecTe ¢
HHCTPYKLIHAMH N0 MEAHUHMHCXOMY 1P B rpy Y
npyumn:mn;rmna. DpHp 0 (ans c1 apos). KoauuecTso
N0 MezHL PABHO KOXHMECTRY
nqmmnpxym:omx B IPynnoeoit Tape.
15. Mapxuposka 1) Tepprtinas ynakoska | 1) [TepBu4Has ynakoBka
Ha smixeTxe SyTRUTKH YXa3-B350T: TOBAPHRI SHAK, KAHMEHOBAHHE, ALIDEC, Ha koxreltinepe yxasanu:

TOBapHLIH 3HaK, HANMEHOBaHHE,
anpec, Te/1./GaKke NpOH3BOAHTE A,
TOProBoe HaHMEHOBAHUE
Mpenapara ¢ npeaynpeanTensHol
MapkupoBkoit ®, nexapcTBeHHas
topma, KOHUEHTPALHA B
TPOLIEHTAX, HOMEP CEPHH, CPOK
MOITHOCTH, TEXHONOrHYECKas
MeTKa, O0BEM B MHJUTKIMTDAX,
coctas, «TeopeTHueckas
ocMonspHocts 353 MOcm/ny,
«CTEPAJIBHO»,
«BHYTPHUBEHHO», ycnosus
xpaHerus, «Jlonyckaercs
3AMOPLKHBAHHE NTpeNapaTay,
HOMED PErHCTPALHOHHON0
YAOCTOBEPEHHA, IPANYHPOBOHAL
LIKAJIA C I{H(POBBIMH METKAMH,
2) BropuvHas ynakopka

Ha aTHKeTKe AlIMKA H3
ropHpOBAITIOre KAPTOHA
(oTmyck Mo peuenTy) yKasaHeL:
TOBApHbIH 3HAK, HAHMEHOBAHHE,
anpec, Te./(aKc Npon3BOAHTENA,
TOProBoe ¢ NPeAynpeaHTeLHOH
MAapKUPOBKOH ®
[PYNNHPOBOYHOS HAHMEHOBAHAN
Npenapara, 1eKapcTBEHHA
hopna, 00bEM B MIWLIMIHTDEX,
KOHUEHTDALMS B NPOLIEHTAX,
cocTas, «TeopeTuyeckas
OCMONAPHOCTE 353 MOcM/m»,
«CTEPHJIBHO»,
«BHYTPHBEHHOY, ycnosas
XP2HEHHHA, YCIOBAS OTIYCKA,
«/lomycKaeTcs 3aMOpaKHBAHHE
npenaparay», HoMep
PErHCTPALHOHHOID
YIOCTOBEDEHHS, HOMED CEPHH,
CPOK FOZHOCTH, «XpaHHTh B
HENIOCTYTIHOM 1A aeTei Mectel»,
«IIpHMEHATS N0 HAIHAUCHHAIO
BpaYan, KOMHYECTBO
KOHTeHHepoS, WTPHX0BOH Ko/
EAN-13, MaHenynsusoHHEE

suan 1, 1L T, +

HaHecensl cpencrsa
HIEHTHOUKALIMKA I8 CHCTEMBI
MOHHTOPHHT JABHKEHHS
NEKAPCTBEHHBIX NPENApaTos,

16. Yenosua XxpaHeHHs W MEpb
TIPEJIOCTOPOKHOCTH

B 3amumeHHOM 0T ¢BeTa MeCTe NpH TEMNEPATYpe He
Beime 25 °C. JlomyckaeTcd 3aMOpaXHBAHHE NIPENApATA.

B 2ainMInéHHOM OT CBETA MECTE NPU
Temnepatype ne sume 25 °C. Jlpmpexaercs
IAMOPAKHBIHRE NTPETIAPATI.

17. Cpok roasocth

5 net B 6YTHUIKAX CTSKISHHBIX, 3 roja B KOHTeHepax U3
TUIEHKH MHOTOC/IOHHOH nonuonedrHoBoH

3 rona B KoHTelHepax K3 n.uem

MHEOTO HHOH nmlumrﬁ

* - neiictBylomee w3anse INocynapcrscHHoi Gapmakoncx Poccutickolt ®enepaumn

¥4 neiicTRyromee w3nanue Esponeiickoii dapmaxonen

3axmrouenve: cooTBeTcTBYeT TpeGoBanuaM HJT P NO01048/01-290319, wam. Ne 1, m3m. Ne 2

Hata Bbimaun nacriopra: 28.09.2021

3asenyromnii KAnJI

Hagansauk OKK

/ JlMpexTop no KayecTBy

Cpoxk rogsocta no: 09 2024

Calhlx'r-ﬂeTeoF)yDr

[Ons JOKYMEHTOS

C. H. Cxopux

A. C. Bnacosa
HayHra- .exHo"O"A“fmq
hapMaL2F TYMECKA® O j__\ A. WU d&
e S MG AR » gt

HHC-KO-2000-0160 «KonTpone npouseeneHHoi npoaykuun», sepeus 10. Jara seenenns: 10.03.2021




000 “Hayuno-rexnosoruyeckas hapmauesrnueckas ¢upma “INOJIMCAH”

Paspemense #a peanusauuio Ne

Haumenonanue

GopMa BRIMyCKA

MHH

PY Ne

HopMaTiBHas goxkyMeHTauus
Howmep cepun

Pasmep cepun

Kommgectso nocne koHTpona
Ne Ananutigeckoro nacrnopra
Tonen no
TIpennpusTne-nponsBOIHTEN R

IlpeanpuATHE-yIAKOBLIHK

00000760 or 01.10.2021

PEAMBEPHH pacteop aus uadysnit 1,5%, 500 ma B KonTeiinepax
noaumepHEIX Ne§, Pocentickan Penepanun

ronteiinep 500 ma x 5 (rapa xapronuas)

MerioMuna HATPHS CYKIHHAT
P N001048/01

P N001048/01-290319 Hanr. Nel-2
1150921

3007 ynr

2986 ynk
764
09 24

000 «Hayuno-rexnosoruyeckas papmanesTuvieckas gupma

«IIOJTMCAH», 192102, Pocenitcxkasn ©enepauns, . Canxr-Ilereplypr,

yi. Canosa, . 72, k. 2, 1aT. A

000 «Hayuno-texnonorudecias gpapmanesTnaeckas Gupma

«TOJIMCAH», 192102, Poccniickan Penepanus, r. Capxr-Ierepbypr,

ya. Canopa, i, 72, K. 2, aur, A

AHaJIH3 DPOH3BOICTBEHHOH JTOKYMEHTALINH

Jlocke na cepuio npoBepeHo Hda
Hocbe ma cepimeo opobpeno Ha
Kpurnueckne oTKIOHEHHS! OTCYTCTBYIOT Hda

Cepua nNpoH3BCAcHa H NPOKOHTPOJHPOBAHA B COOTBETCTBHH ¢ JIMIEH3Hell Ha NIPOHIBONCTBO
JIeKapCTBEeHHBIX CPEACTE, TPeGOBAHHAMH PErHCTPAUHONHOTO X0Che, TPeGOBAHNAMMN OPraHH3aNNy
fIPOHM3BOACTBA H KOHTPOJSI KAMECTBA JIeKapCTBeHHBIX cpeacTs (upasuia GMP), a Taxke HubivMEA
TpeGopauuaME AeliCTBYIOIIETO 3AKOHOATENLCTRA.

Hp(i}lyiﬂlliil paspeiieHa K peajdH3alHH

YTOTHOMO4EHHOE JTHIIO

Hauanenux otaena

da
/3(7 Crenanosa M.C.

{(A0NKHOCTD)

TMonoxceHne o nHLle, OTBETCTECHHOM 32 BEITYCK cepuH (Y MOnHOMOUENHOM JHILe 110 KauecTBy), naTa yT8. 11.01.2021

\(ion}wfﬁ-/ / (paciundpoBka moAmMcH)






