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NOJINCOH

OBLIECTBO C OrPAHUYEHHOM OTBETCTBEHHOCTBIO

«HAYYHO-TEXHO/IOTUNECKAS OAPMALEBTUYECKAS OUPMA «MNOJMCAH~
192102, Cauxr-Merepbypr, yn. Canosa, 72, kopn.2, aut.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

Ananurnyecknii nacnopr N 406

IIpenapar: IATO®JIABUH®, PACTBOP /1A BHYTPUBEHHOT0 BBe{eHHA

Cepus: 580421 PN003135/01
Mopma BhINyCKa: PACTBOP U1 BHYTPHBEHHOIO BBEOCHHS
(ammy:ia) 10 M x 5 (mauka KapTOHHAas)
Konunuectro: 23367 ym.
Hara usrotosnenus: anpens 2021 r,
JdanHble ananmmuza
IMokaszarens Tpebosanna HII P N003 135/01-220319, Jdanubie
HMim. Ne 1 aHa n3a
1 2 3
1. Onncanue Mpospaunas xunkocTs *&ntoro usera [lpospaunas xnaxoctn
(Busyanbuiif meton, I'd PD") xéntoro usera
2. IonnuHHOCTk:
- pubodaasuna docoar vatpua Criextp norziomenus neniryemoro pacTBopa, Cootsetcrayer
MPHTOTORIEHHOTO LIS KOJIHYECTBEHHOTO OIIpe/ieneHus,
fony4eHHbIH Ha CnexTpOoTOMETpE B KioBeTE ¢
TonmuHoH c10a 10 MM B 06aacta ot 300 10 550 um
AOJIKEH HMETh MAKCHMYMBI 1pu (445::2) uM npu
(373+2) nm (Cnextpodoromerpus)
- AHTapHas KHCaoTa Ha XPpOMATOrpaMMax HCMLITYEMOTO PacTBOpa A0 KHLI
- MErTIOMHMH NPHCYTCTBOBATH ABA OCHOBHBIX THKA, COOTBETCTBYIOMIMX Coorsercrayior
- HHO3WH no BpEMEHaM YACPKABAHHA TAKAM MHO3HHA U
— HHKOTHHaMHN2 {ClekTpOhoTOMETPHYCCKOE
T RROMMR AETEKTUPOBAHHE NPH 254 HM), U /1B OCHOBHEIX MHKa,
COOTBETCTBYIOUIHX 110 BPEMEHAM YAEPKUBAHHS HKaM
AHTAPHOA KMCOTHI H METTIOMUHA
(pedpakromerprucckoe JCTCKTHPOBAHHE), Ha
XpoMaTorpavMMax pacTBopa cpasnenms (a) (BIKX)
3. Ilpospaunocts HomkeH GbiTh npo3pavsHbIM (I'd PO IMpo3spaunsii
4.pH : 016,0 10 7,0 ' PO, TNOTEHIMOMETPHYECKH) 6,7
5. U3enekaemsiit 06b8M, Ma He MeHee HoMWHaNLHOTO (T'o poY) 10,0
6. MexaHnyeckue BKITIOYEHNA
~ BHIMMBIC MEXAHHYCCKHE BRIIONEHNS Homxen cootBercrrosats TpeGopaimam Cootsercyer

= HEBHIHMBIE MEXAHHYCCKHE BIIIHOYEHHA

(T'D PO’, Binyansusif)
Cpensee uneno vactH pasmepom 10 Mxm 1 6onee e nomkHo

10 mxMm u Gonee — 39

('® PO’, meTon A)

npesbinats 6000 B oaHoM amnyae, a CPeAHES YHCIIO YaCTHLL Ha aMmyny
pa3MepoM 25 MxM u Gonee He A0mKHO npeseiuars 600 B oanoi 25 mxm M Gonee — 1
ammyne (T® PO*, meton 1) Ha amnyny

7. PoacTpenHsle npumMecn:

- THIOKCAHTHH, I'YaHO3HH Cymmapnoe coneprxantie He Sonee 3,0 % ot 0,3
HOMUHATILHOTO CoaepkaHua HHo3HHa (BIXX)

- HHKOTHHOBas KHCIOTa He 6onee 3,0 % or HoMunanHoro coaepaHus 0,1
HHKOTHHAMuAa (BIXKX)

- Heu,ﬂcl-!'mdmunpoaamime NpHMeECcH CyMMapHOC COOEpXaHHe OT CYMMEI NIOIIANeH TTHKOB 0,04
HHKOTHHAMHAA M HHO3HHA HE A0/DKHO NPEBLINATh 2,0 %
(BOXKX)

- momMupaasuu He Gonee 0,20 % ot noMmunansHoro CONePKAHUS 0
pubodaasuna dpocpara narpus (BIXX)

8. BakTepHanbHbie IHIOTOKCHHLI [penenktioe conepxanue ve Gonee 17,5 ED/mn Menee 17,5

9. AHOMAJIbHAA 1UKLHYHULG b

JonKeH ObITh HETOKCHUHEIM (1 O PO )

10. CrepunbrocTs

Hosxen ObITE CTEPUABLHBIM
(F'® P®", meTon MemBpanmoi GunbTpaLmm)

HeTtokcuyupiit

Creprnbueii

11. KonwuecteenHoe onpenetenme

ot 0,0018 110 0,0022 r/mn Cy7H20N,;NaOoP

{puGoguasmua pocara natpus) (CrextpodotomeTpis)

ot 0,090 10 0,110 r/mn CsHsOy4 (arTapuoi KHCa0TH) (BOXKX)
o1 0,1485 10 0,1815 r/ma C;H7NO; (Mermomuna) (BOXX)
ot 0,0180 10 0,0220 r/ma CoH 2N,Os( HHO3uHa) (BIXKX)

oT 0,0090 10 0,0110 r/ma CHN,O (HukoTHHAMMAR) (BDIKX)

0,0019

0,101
0,1647
0,0199
0,0099
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12. ¥nakoBka

[To 10 Ma B amny
HAKNCHBAKOT ITHKC
Ilo § amnyn ng
yIaKOBKY W3

‘bl KOPHYHEBOTO CTEKIA. Ha amnyny

TKY CaMOKJICALLYIOCH.

MEIAOT B KOHTYPHYK S4CHKOBYIO
TLIEHKH TOJIMBHHHJIXTIOPUAHOH.

KOHTYPHYIO AYEHKOBYIO YIIAKOBKY TEPMOCKJICHBANT C
TUIEHKON [OKPOBHOH MAM (oabro# WNOMHHHEBOH, HIH

OCTABAKIOT OTKPBY
1 unm 2 KOHTYPHBI
BMECTE ¢ HHCTPY)
Mayky W3 KaproH
GOXOBKIC KJANAHE]
CTOPOH ITHKETKAM

‘0.

¢ AYCHKOBEIC YITAKOBKH

cLMelf 1o NPHMEHEHHIO TIOMEWAT B
a. JIns KOHTPOIS NEPBOIO BCKPHITHA
TauK¥ MOTYT ObiTh 3aKAeCHBE C ABYX
W WIH TEPMOCKICEHBI.

Mo 10 Mn 8 ammynax
kopruresoro crekna. Ha
aMmyny HaKjIeeHa
JTHKETKA CAMOK/ICAIHANRCH.
5 aMIyn B KOHTYPHO#
SYECHAKOBOH YI1aKOBKE H3
LIEHKH
TOTHBHHUDUIOPUIHOA.

1 KOHTYpHaa A4cHKoBad
YNAaKoBKa,
TCPMOCKIECHHAsA ©
nA¢HKON NOKPOBHOH, ¢
HHCTPYKIKCH no
[PUMEHEHHIO NIOMELLCHA B
NaYKy M3 KapTOHA.

13. Mapkuposka

1) Mepsuunas yna
Ha ammnynax Ha ¢

KOBKa
aMoknesnieHcs ITUKETKE YKasLIBAKOT.

TOBapHbiH 3HAK NIPOH3BOAHTCIA, TOProBOe HAMMEHOBAHHE

JICKANCTREHHOTO
mapkuposkoit ®,

NpENANATA € TINEAYNPETRTETRHONR
06BEM B MMUIHIMTPAX, COACPKAHMC

AeiCTBYIOUMX BEIUECTB, HOMEP CEPHH, CPOK TOAHOCTH,
nekapcTBenHHy0 GopMmy.
2) BropuyHas yndakoBKa
Ha nnéHke MOKPOBHOH VKA3BIBAIOT: TOBAPHBIA 3HAK

TIPOM3BOAUTENA.

{a (onpre AOMHEUEBOH YKa3biBAKOT

TOBApHEI 3HAK \MPOM3BOAMTE/]H, HOMCD CCpHH, CPOK

roAHOCTH.

Ha nauke yxassisaloT: HAaMMCHOBAHWE [IPOH3BOIMTENA,
ero TOBapHBIA HaK, anpec, Tell./akc, TOProsoe ¢
NPEAYNpPEAHTENLI 0 MapKkHpoBKOi ® 1 rpyNnUpoBOMHOS

HaHMCHOBAHHA
JIEKapCTBEHHYIO

neKapcTBEHHOTO nperapara,
popmy, obsém  npenapata B

MUILTHAMTPAX, COCTAB, YCIOBMA XpaneHus, «([IpuMEHaTh
[0 HA3HAYEHHIO Bpaua», «XPaHWTHL B HEAOCTYIHOM And

nerefi  Mecte!»,

«CTEPUJIBHO», ycnosus OTMycCKa,

cnocol  NpMMEHENHs, HOMEP  PErHCTPAIHOHHOID

YAOCTOBEPEHNS,

HOMEp CEpHH, CPOX  TOJHOCTH,

KOJIMYECTRO aMIIY1 B YAKOBKE, WITPAX0BOH kon EAN-13,

rpadpuyeckoe uzpOpakenue ammynsl M, TAKTOrPAMMEL,
pacBdpOBKa NHKTOTPaMM

« nexaperpeHHas hopma HHAIKAA»,

« = cnocof npumenerns BHYTPHBEHHO,

KATTEJTBHO»,
| B

« ™ ® hapmakorepanesTHueckas rpynma [TPOYHME
TPETIAPATHI JUIA JIEYEHHS 3ABOJIEBAHHH
HEPBHOHM CUCTEMBI».

Jomyckaercs HaH

eCceHHE CPEACTE HIACHTH(DHKALMHM And

CHUCTEMBl MOHWTODHHra ABHKCHWA JIEKApCTBEHHBIX

1) [epeuyHas ynakopxa

Ha amnynax Ha camokieauiehics
ITHKETXE YKRIAHM TOBRPHMIL 3HAK
NPOIIBOANTEM, Toprosoe

npenapaTA £ e
mapxuponkoii @,  ofwem B
TPaX, P
ZeACTBYIOWIMX  BEIUECTB,  HOMED
CEepHH, cpox TOAROCTH,

2) Bropsusas yNakosxa
Ha naénke noKpoBwOR yxasambi
TOBapHLIA IHAK NPOH
Ha nauke ykaigHbl HAWMEROBANKE
v Tens, ern  TOBApHNH
JnaK, anpec, Ten/¢axc, Toprosoe
npenynpeanTenbiofl MapkMpoBKOH
® H TPYNAMPOBRONHOL
NAHMEHOBAHHA  NIEKBPCTBEHHOMD
npenapata, Aexapersennas Gopma,
0fbéM Npenapata B MUASHAHTPIX,
cocTas, yenosua APRHCHIA,
«[IpuMeHiTe N0 HASHAHEWINO
spaua», «XpanHTh B HENOCTYRHOM
ans nereii mecrels,
«CTEPHJIBHO», YenRoBRS
ornyexa, CnOcOD  MPHMERCHHA,
HOMED PErHCTPALBIOHHOND
YAOCTOBEPEHHN, HOMED CEPHH, CPOK
TOAHOCTH, KONMMECTBO @MMYR B
ynaxonke, mrpuxosoi xoa EAN-

13, rpagsrieckoe  noOpamenue

AMITYAN 5 NHKTOrPaMMmbl,
pacundPOBKA MHKTOrPaMM

anexaperaennas dopma HAIKAA,

~cnocob nprsexcyx BHYTPHBEHHO,
KATTESBHO»,

-w

LB

«hapMAKOTEPANCETHICCKAS TPYTRA
TPOMME [TPEMAPATHI JULA
JEMEHMA 3ABOJIEBAHWA
HEPBHOH CUCTEMbl».

Haneceso cpeacTso
HACHTHGHKALNM JUIE CHOTEMBI
MOHWTOPHHIE ABHAEHIA
IGKIPCIDGHHHX NpenapaTos

NpenapaTos. |
14. Xpanenue B 3auuiIcHHOM OT CBETa MECTe NpH Temneparype He | B 3AUIHICHHON OT CBCTA
seie 25 °C. MECTE 1pH TEMMeparype
He shie 25 °C.
15. CpoK roJiHOCTH 2roga 2 rona

*_ neficTByiolnee u3xanue IocynapcTaenHoit dapmakon

3akmouenue: coorsercTayeT Tpefosanuam HJI P N00313

Jara seinaun nacnopra: 03.06.2021

3apenytounii KARJ

Hauansuuxk OKK

o1 Poccuiickoii @enepatinu

5/01-220319, Usm. Ne 1

Cpok roauocti a0: 04 2023

C:%‘ A.B. Ckok
@ A. W. ®&noposa
3

JlupeKTOop No KayecTsy / C. H. Cxopuk

MHC-KO0-2000-0160 «KonTposb NpOH3BEACHHOH NMPOAYKUHHY, BCPCHA 10. Jlata peeaenus: 10.03.2021
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000 “Hay4Ho-TexHo10rHueckas hapmanesTuueckas pupma “TIOJTMCAH”

Paspentenne ma peammammo Ne

Haymenosanue

Popma seImyCcKa

MHH

PY Ne

Hopmaruenas noxymentauus

Howmep cepun

Pasmep cepun
KOHH‘ISCTBO HOCTE KOHTpONy
Ne Anamumirgeckoro macnopra

Cogen no

Hpeanpusrtne-nponsBoguTens

Tpennpustue-ynakosumx

00000456 o1 07.06.2021

HUTO®JIABHH pacreop aas BHYTPHBCHHOr0 BBeaenns, 10 ma, Nos,
Poccuiickas ®enepanns

ammyna 10 ma x 5 (nauxa kapTonHasn)
HH03HH+HHKDTHH2MHH+PH50¢R&BHH+ﬂHTaplﬂm KucaoTa
P N003135/01

P N003135/01-220319 nam.Nel

580421

23 367 ynk

23 298 yux
406
0423

000 «Hayuno-Texnonoruueckas dapmanesTuseckan Gupma
«[IOJTMCAH», 192102, Poccuiickas Pencpauns, r. Canxr-Ilerep6ypr,
ya. Canosa, 1. 72, k. 2, 14T, A

000 «Hay4no-TexHonornyeckas (dapmauesTiyeckas pupma
«IIOJTHCAH», 192102, Poccniickasn Pexepaumns, r. Cankr-Ilerep6ypr,
ya. Canosa, a. 72, k. 2, nur. A

AH2UIH3 IPOH3BO/ICTBEHHOI JOKYMeHTAIHN

Hocke ra cepuio npoepeno Ha
Hockbe Ha ceprro onobpeno Ila
Kputuyeckue oTkJIoHenns OTCYTCTBYIOT Ha

Cepun npoussenena u TIPOKOHTPOIMPORANA B COOTBETCTBHH ¢ JIMIIEH3HeH Ha NPOU3BOJACTBO
“IEKAPCTBEHHBIX CPEICTB, TPEGOBANUAMY PerncTPanHoNROro Aocke, TpeGOBAHNMTIMHA OPraHH3aANNM
POHM3BOJICTRA H KOHTPOISA KA4€CTBA JeKAPCTBeHHBIX cpeacTs (mpasua GMP), a Tarke HHBIMH
TpeBoBanusaMu feficraylomero 3aKOHOATE/LCTRA,

e

Mpoaykuns paspemsena k peannzauumu P J A

YOIHOMOYEHHOE JINII0

Havanpnux ornena

4 ¥4

7/ % /’

Crenanora M.C,

(IOMKHOCTE)

Nonoxenue o nuue, oTRercTReRHOM 3 BRITYCK cepuit (YIIONHOMOYCHHOM NTHIE o KauecTny), qata yte. 11.01.2021

M, _,»{ﬁhnnnc/:,f (pacumdposka noanucu)







