Nonucax

OBLLECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTbHO

«HAYYHO-TEXHO/IOTMYECKAA ®APMALEEBTUYECKAA ®UPMA «NNOJIMCAH»

192102, CankT-letepbypr, yn. Canosa, 72, Kopn.2, IuT.A,
Ten: (812) 448-22-22, e-mail: info@polysan.ru

AnajautH4yeckmii nacnopt Ne 1016

IIpenapar:

Cepust: 1750922
®opma BeITyCKa:
KonudecTBo: 6024 ym.

Jlara u3roroBnenus: 15.09.2022

PEAMBEPHH® pactsop ans undysnii 1,5 %

(xonTetinep) 250 M x 5 (Tapa KapTOHHAs)

JlaHHbIe aHaIH3a

P N001048/01

- HCBUAUMBIC MEXaHUYECKHE BKIHOUYECHUSA

(I'® PD*, Bu3yansHsIil METOL)

B 1 mn cpennee uncio yactuil pasmepom 10 MkM 1
6oJiee HE NODKHO NPEBBILATD 25, a CpeHEE YHUCIIO
YacTUL] pa3MepoM 25 MKM U 00Jiee He I0TKHO
npessimarh 3 (I'P PO*, merox 1)

IToka3zaTeasn TpeboBanus HJI P N001048/01-290319, Jlannble anajamn3a
u3M. Ne 1, u3m. Ne 2
1 2 3
1. Onucanue INpo3paunas GecuBeTHas KUIKOCTh Ipo3pauHas GecuseTHas
(BusyanbHslit MeTox) KHIKOCTh

2. IToTHHHOCTE:

- IHTapHas KMCIOoTa BpeMena ynepxuBaHHA MHKOB SHTAPHOH KHCIOTHl B METTIOMHHA COOTBETCTBYIOT

- MErTIOMMH Ha XPOMAarorpaMMax MCHBITYEMOTO PacTBOpA, MOJYYEHHBIX NPH
KOJIHYECTBEHHOM OINpPEACIICHHH, JOJIKHBI COOTBETCTBOBAThH
BpEMEHaM YAEpXHBaHUA TNMHKOB COOTBETCTBYIOIIMX BELIECTB Ha

S hmroul XpoMaTorpaMmax pacTsopa cpaBHenus (BOXX)

ap Hannune aHanuTH4eckoro cureana NpH  KOJIHMYECTBEHHOM HpucchrByeT

onpenenenun Hatpus (ADC)

e Kaﬂ"ﬁ Hanmnuwue AHAJTUTHYECKOTO CHrHajia npH KOJINY€CTBEHHOM Hp]/lcy[‘CTByeT
onpenenenun kanus (A3C)

- XJIOpUABI XapakrepHas peakuus IonoxurensHas
(KauectBenHas peakuus EQ** 2.3.1, peakuus a)

= Mania XapaKrepHas peakups TonoxurensHas
(KauectenHas peakuns, ['D PO*)

3. Ilpo3pagsocTs HomxkeH ObITh po3pauHbIM (I'D PD*) IIpo3paynblii

4. lIBeTHOCTD JomxkeH 6b1Th 6ecuiBeTHBIM (I'D PO*) BecupeTHbIH

5. pH Or 6,0 10 7,0 (T'® PO*, noreHmoMeTpHYECKH) 6,4

6. MexaHu4ecKre BKIIOYEHHS:

- BUIMMBIE MEXaHUYECKHE BKIIFOYEHHUS JloJKEH COOTBETCTBOBATH TPEOOBAHUAM CoOTBETCTBYET

10 MM u Gonee - 1 B 1 M
25 mxm u 6onee - 0 B 1 M

7. U3BnexaeMsblif 00bEM

He mMenee Homunanbnoro (I'® PO*)

270

8. OcMONAITBHOCTE

ot 284 1o 347 MOcm/kr
(I'® PO*, xprockonuyeckuit)

316

9. AHOManbHas TOKCHYHOCTE
(U1 KOHTEHHEPOB MOJMMEPHBIX)

JomkeH ObITh HETOKCHYHBIM
(I'® PD*)

Herokcuunslit

10. bakTepuainbHble SHAOTOKCHHEI IpenensHoe coneprxanue He Gonee 0,5 ED/mn Mesee 0,5
(I'® POP* meron A)

11. CrepunbHOCTH JomxkeH 6bITh crepuiibHbM (['D PO¥*) CrepunbHbIi

Cepus BhINylIIEHa 110 TapaMeTpaM

12. ITornomenue B Y®-o6nact OnTHyeckas INIOTHOCTH Npenapara npH JIMHE BOJHBI 280 0,004

(151 KoHTEliHE DPOB MOJHME pHLIX) HM He nonkHa npespimats 0,2 (CnekrpodoToMeTpus)

13. Konn4ecTBEHHOE OIpeieIeHHE:

- CYKLIHHATBI Ot 41,4 no 50,6 mmons/n (BOXKX) 472

- MELIIWOMMH Ot 40,2 10 49,2 mmons/n (BOXKX) 44,1

- METJIIOMHHA HATpHUs CyKLIMHAT Or 13,5 no 16,5 r/n (PacuérHbiit MeTO) 15,0

- HaTpu# Ot 132 no 162 mmons/n (ADC) 141

- Kanmi Or 3,62 1o 4,42 mmons/n (ADC) 3,96

- MarHui Or 1,13 no 1,39 mmons/n (TutpumeTpus) 1,26

- XJIOpUJIBI Ot 98 no 120 mmons/n (TuTpumeTpus) 111

14. YnakoBka

Tlo 200 unm 400 M1 B GYTHUIKH CTEKJISHHBIE BMECTHMOCTBIO
250 wimu 500 mi, coorBercTBeHHO, no 200 mmm 400 Mi B
OyTBUIKM CTEKJISSHHbIE BMECTHMOCTBIO 250 wmim 450 m,
COOTBETCTBEHHO, YKYNODEHHBIE TNPOOKaMH M3  PpE3HHBI,
00xaThig Ko/mnaukamu ATKMHHAERRIMH Wi
KOMOMHHMPOBaHHBIMU M3 AIIOMUHKSA H TUIACTMACCHL.

Ha 6yTbIIKy HAaKIEHBAIOT 3THKETKY CAMOKJIESIIYIOCH.
Kaxcyro GyThIIKy BMECTE C HHCTPYKLHEH [0 MENMIMHCKOMY
NPHMEHEHHUIO TOMEIIAIOT B MayKy M3 KapTOHAa, Ha KOTOpOi
NOMYCKAETC HAHECEHHE OTHKETKH KOHTPOJSA MEPBOTO-
BCKDBITHS.

TTo 250 mmm SO0 M1 B KOHTEHHEPHI U3 TUIEHKH MHOTOCJIOMHOM
HOMHONEPUHOBOY.

Ha xoHTeliHep METOIOM TepMOINeYaTH HAaHOCST MAPKUPOBKY.

ITo 250 M1 B KOHTeliHEpPaX U3 MIEHKH
MHOTOC/IONHON NMONHOIE)UHOBOH.
Ha KOHTe#Hep METOOM
TEPMOMNEYaTH HAHECEHAa MapKHPOBKa.
5 xoHTeitHepoB mo 250 mu BMecTe ¢
MHCTPYKIMAMH 110 MEIHLMHCKOMY
NPHMEHEHHIO IIOMELIEHB! B ALIMK U3
ropHpOBaHHOr0 KapToHa (OTImycK
no peuenty). Konugectso
HHCTPYKUMH 10  MENMIMHCKOMY
TIPHMEHEHHIO DPAaBHO  KOJHMYECTBY
NIEPBHYHBIX YNIAKOBOK B TPYMIOBOM
Tape.
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32 xonteiiHepa no 250 ma uian 20 koHTelHepoB no 500 M
BMECTE C HMHCTPYKLHMSMH MO MEIUUMHCKOMY NPHUMEHEHHIO
NOMEIAIOT B ~ TIPYNNOBYI® Tapy SIMK M3 KapToHa
rodpupoBaHHOro (a1 cTauMoHapoB). KonnyectBo
WHCTPYKUMA MO0 MEOWLMHCKOMY TPHMEHCHHIO DaBHO
KOJIMYECTBY MEPBHYHBIX YNIAKOBOK B IPYNNOBOii Tape.

15. MapkupoBka

1) IlepBuuHas ynakoBka

Ha stikerke GyThuTkH yKka3biBalOT: TOBapHBIii 3HaK, anpec,
Ten./dake MPOM3BOAMTEIS, TOPrOBOE HAMMEHOBAHHE Npenapara ¢
npenynpenMTeNbHOI MapkupoBkoi ®, nekapcTBeHHyo Gopmy, 06béM B
MHJUTHIHTPAX, KOHLEHTPALIHIO B POLEHTAX, HOMEP CEPHH, CPOK NOZIHOCTH,
cocras, «Teoperuueckas ocmoaspHocTb 353 MOcm/m», «CTEPHJIbHOY,
«BHYTPUBEHHO», «HecMaunBaeMOCTb BHYTpEHHEH NOBEPXHOCTH
OYTHUIKH He AB/ISETCS NPOTHBONOKA3aHHEM K MPUMEHEHHIO NpenapaTay,
YCIIOBHS XpaHeHHs, «JlonyckaeTcs 3aMOpaKHBaHHe TPenapaTay, Homep

PEruCTpaUHOHHOIO YIOCTOBEPEHHUA, MHKTOIrPaMMBbI: ., :, n
Ha amomunueBom niu KOMGMHMPOBEHHOM KOJNMa4ke n0nmycKaeTcs
HaHeCEeHHUe HHAMBUIYAJIbHOIO TEXHOJIOrHYE€CKOro HoMepa wwnu JABYMEPHOIO

wTp (2D). [ TENILHO Ha aJlio i KO/Na4oK MOryT GbITh
1 PHBIH 3HaK H p TeNs.
Ha koHTeliHepe yKa3biBaloT: PHBIH 3HaK, )BaHHe, afipec,

Tes./(pakc MPOM3BOAMTEIIA, TOPrOBOE HAMMEHOBAHHE MpenapaTa ¢
TNpeaynpeauTebHON MapKHpOBKOii ®, iexapcTBeHHyIo popmy,
KOHUEHTPALMIO B MPOLIEHTaX, HOMEP CEPHH, CPOK OAHOCTH,
TEXHOJIOTHYECKYIO METKY, 00béM B MUJTHIMTPAX, COCTas, «Teope'mqecxax
ocmomspHocTh 353MOcm/n», « CTEPUJIBHO», «BHYTPUBEHHO»,
ycnoBus xpaHeHus, «Jlonmyckaercs 3aMOpaXKuBaHue Npenapara», HoMep
PEruCTPaLOHHONO YAOCTOBEPEHNs, TPalyHPOBOYHYIO KAy C LH(pPOBBIMH
METKaMH.

2) Ha nauke yka3bIBaloT PHbIH 3HAK, anpec, Ten./daxc
TIPOM3BOJIMTEJIS, TOPrOBOE C NPeAYNpPENHTEbHON MapKUPOBKOi ®
rpy POBOYHOE penapara, IekapcTBEeHHYIO Gopmy, 00bEM

B MHJUTHJIMTPAX, KOHLEHTPALMIO B MPOLIEHTaX, coctas, « TeopeTnueckas
ocMonsipHocTk 353 MOcm/i», « CTEPHJIBHO», «BHYTPUBEHHO»,
ycnoBus XpaHeHus, «J{onmycKaeTcs 3aMOpaKHBaHHe NPENapaTa», HOMep
PErHCTPALIHOHHOTO YAOCTOBEPEHHs, HOMEP CEPHH, CPOK TOAHOCTH, «XpaHHTDb
B HEJIOCTYNHOM AU1s Aeteii Mecte!», «TIpHMEHSTD N0 Ha3HAYEHHIO BPayay»,
ycnoBus oTnycka, wrpuxosoi kon EAN-13, «HecmaunBaeMoCTh BHYTPEHHEH
NOBEPXHOCTH OYTBUIKH HE ABJIAETCS NpPOT K
npenaparay, rpapuyeckoe H3oOpaxeHHe

OyTbUIkH ¥, MHKTOrpaMMbl, pacun(poBka MHKTOrpaMM

& nexapcTeennas popma PACTBOP UL HHOY 3Uil»,

«: cnioco6 npumenenns BHYTPUBEHHO KAIIEJIbHO»,

«ﬂ ¢apmaxorepanestuueckas rpynna PACTBOPBI, BJWAIOIIME HA
BOJTHO-2JIEKTPOJIMTHBIM BAJIAHC».

Jlonyckaercst CpencTB uueHTHG ZUISi CHCTEMBI
MOHHTOPHHIA JBIKEHHs JIEKaPCTBEHHBIX TPENapaToB.

Ha sTHkeTke silmka H3 roppHpOBaHHOTO KapTOHa (OTIYCK MO peLenTy)

YyKa3bIBalOT TOBapHbIH 3HAK, anpec, Ten./dakc
TIPOM3BOJMTENS, TOPrOBOE C MPERYTIP HOMH MapKup i ® u

TPyNNHPOBOYHOE penapara, JeKapCTBEHHYIO pOpMy, 00BEM

B MIUTHJIMTPAX, KOHLEHTPALMIO B MpOLeHTax, coctas, «Teopernueckas

ocmonsipHocTs 353 MOem/m», «CTEPUIIBHO», «BHY TPUBEHHO»,

YCJIOBHS XPaHEHHs], yCIOBHA OTIycKa, «JIomyckaeTcs 3aMOpaXxuBaHHE
ipenapaTa», HOMep PerucTp ro y,; p HOMep CEpHH, CPOK

roaHOCTH, «XpaHUTh B HENOCTYNTHOM Jutst AeTeii Mecte!», «[IpUMeHATH o

Ha3HA4Y€HHUIO BPaya», KOJIMYECTBO KOHTEHHEPOB, TpuxoBoii kon EAN-13,

MaHHUMyJIAMOHHBIE 3HAKU !, 1-'-, T, "{

Jlonyckaercs CPeACTB HAeHTH( LIS CHCTEMBI
MOHHTOPHHT JIBI)KEHHSA JIEKAPCTBEHHBIX NPENapaTos.

Jlns craunonapos. Ha 3THKeTKe rpynnoBo# ynakoBKH KOHTeHHepoB (st
CTaLOHAPOB) YKa3bIBAIOT TOBAPHbIH 3HAK, anpec, Ten./dakc
TIPOM3BOMTENS, TOPrOBOE C NPeAyNpeNUTENbHOI MAPKHPOBKOi ® n
TPYNNHPOBOYHOE HAHMEHOBAHHS NPENapaTa, JeKapCTBEHHYI0 GopMy, 06bEM
B MIWUIMJIHTPAX, KOHLEHTPALHIO B NMPOLIEHTaX, coctas, «Teoperuyeckas
ocMonsipHocTsb 353 MOcm/m», « CTEPUJIBHO», «BHYTPUBEHHOY,
YCIIOBHS XP «Jlomy 3aMopa penapaTa», Homep
PEernCTPaLHOHHOIO YAOCTOBEPEHHs, HOMEp CEPHH, CPOK TOIHOCTH, «XpaHHTh
B HEJIOCTYNTHOM 1A fieTeii MecTe!», «[IpHMeHATE N0 Ha3HAYEHHIO Bpaua»,
«J1s CTALIMOHAPOBY, KOJIMYECTBO KOHTeiHepoB, TphxoBoii kon EAN-13,

MaHHMNYJIALUHMOHHBIE 3HAaKH !, ﬂ, ] > ‘{ Zlonyckamx HaHeCeHHe
CpeacTs HJ]EI’"'H@HK&UHH A CHCTEMbI MOHUTOPHHIA IBHXKEHHA
JIEKapCTBEHHBIX NMpENapaToB.

1) IlepBuuHas ynakoBka

Ha koHTeliHepe yka3aHbl:
TOBapHBI# 3HaK, HAUMEHOBAHHE,
anpec, Ten./dakc
NPOU3BOJIUTENSA, TOPTrOBOE
HalMEHOBAHHME Npenapara ¢
npeaynpeauTebHOM
MapKUpOBKOH ®,
JieKapCcTBeHHas opMa,
KOHLICHTpalUs B NPOLICHTaXx,
HOMEp CEPHH, CPOK FOHOCTH,
TEXHOJIOTHYECKas METKA, 00bEM
B MHJUTMJIUTPAX, COCTaB,
«TeopeTnueckas OCMOIAPHOCT
353 MmOcm/n», «CTEPUJIBHO»,
«BHYTPUBEHHOY, ycnoBus
XpaHeH#us, «Jlomyckaercs
3aMOpaKKMBAHUE Tpernapara,
HOMEp PErHCTpalMoOHHOro
YIOCTOBEPEHHS.

2) BropuyHas ynakoBka

Ha sTHKeTKE A1IMKa U3
ro(¢pypOBaHHOIO KapTOHa
(OTIyCK MO PELENTY) yKa3aHsl:
TOBapHbIN 3HaK, HAUMEHOBAHHE,
anpec, Ten./akc
TIPOM3BOJMTESA, TOPrOBOE C
NpeAyNpeAUTEIHON
MapKHPOBKOH ® U,
rpyNIMpOBOYHOE
HaWMEHOBaHK Npenapara,
JieKapcTBeHHas (opMa, 00bEM B
MUJUTHINTPAX, KOHLIIEHTpalLus B
MPOLICHTaX, COCTaB,
«TeopeTuueckas OCMONAPHOCT
353 mOcm/m», «CTEPUJIBHO»,
«BHYTPUBEHHOY, ycnoBus
XpaHEHus, yCIIOBHUS OTIyCKa,
«JlonyckaeTcs 3aMOpaKMBaHHE
npenapara», HoMep
PETMCTPALIMOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH,
CPOK rOZIHOCTH, «XpaHHTb B
HEJOCTYIHOM IS IETeH
Mmecte!», «[IpuMeHaTh o
Ha3HAYCHHMIO Bpaiay,
KOJIMYECTBO KOHTEHHEPOB,
mTpuxoBoi ko EAN-13,

MaHUNYJIAIMOHHBIC 3HAKH 1, —l-,

T4

Hanecensl cpenctsa
HACHTH(UKALMH VIS CHCTEMBI
MOHHTOPHHTA JBWKEHHUS
JIEKapPCTBEHHBIX MPENaparoB.

16. YcnoBust XpaHEeHUs! U MEPbI
NPENOCTOPOXKHOCTH

B 3amuImEHHOM OT CBETa MECTE NPH TEMIIEPATYpe HE
Boime 25 °C. JlomyckaeTcs 3aMOpaXHBaHHE Npernapara.

B 3amMEHHOM OT CBETa MECTE NPH
Temneparype He bime 25 °C.
Jlomyckaercs 3aMOpaXXMBaHHe IpenaparTa.

17. Cpok ronHOCTH

S net B OyTBUIKAX CTEKJISHHBIX, 3 roia B KOHTEHHEpax U3
TUIEHKH MHOTOCJIOHHOM NMONTHONE)HHOBOM

3 roaa B KOHTEHHEPAX 3 IUIEHKA
MHOTOCJIONHOH ToNHONe)HHOBOR

* — neiicTBytomee uznanue ['ocynapctBenHoit @apmakonen Poccuiickoit denepauyn
**_ neiicTByromee usnanue Esponetickoii @apMakonen
3axmoueHue: cooTBeTcTBYeT TpeboBanmsam HJI P N001048/01-290319, usm. Ne 1, u3m. Ne 2

Jara Belgaun nacmopta: 29.09.2022

/ 3asenyromuii KAnJI
Hauansuuk OKK
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