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® NOJINCOH

IIpenapar:

Cepus: 1610822
®dopma BhITTyCKa:
KonuuecTBo: 938 ym.

Jara uzroroBnenus: 24.08.2022

OBLUECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHO/IOTMYECKAA ®APMALEBTUYECKAA ®UPMA «NOJIMCAH»

192102, CaHkr-NeTtepbypr, yn. Canoea, 72, Kopn.2, nut.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AnaanTn4yecknii nacmopr Ne 935

PEAMBEPUH® pacrtsop ans undysnii 1,5 %

JanHble aHAIH3A

P N001048/01

(xontelinep) 250 M x 32 (Tapa KapTOHHasi) (171 CTAlMOHAPOB)

- HEBUIUMBIC MEXaHUYCCKUE BKIIHOYECHUA

(I'® PO*, Bu3yanbHblii MeTOX)

B 1 mn cpenHee 9ucno yacTuiy pasmepoM 10 Mxm 1 6osee
HE JIOJDKHO MPEBBIATH 25, a CpeHEee YHCIIO YACTHIL
pa3mepoM 25 MKM H 6oJiee He JOJDKHO MpeBImaTh 3

(I'® PO*, meton 1)

IToxa3arenn Tpe6oBanus H/I P N001048/01-290319, JaHHble anau3a
m3m. Ne 1, u3m. Ne 2
1 2 3
1. Onucanue IIpo3paunas GecuBeTHAs KHIKOCTh INpo3spaunas GecupeTHas
(BusyansHslii MeTon) XKHIKOCTh

2. ITomTMHHOCTE:

- IHTapHas KKCIIOTa BpeMeHa ynepxuBaHHs TMKOB IHTAPHOM KHCIIOTHI M CoOTBETCTBYIOT

- METIIOMUH METJIIOMHHA Ha XpOMarorpaMMmax HCIBITYEMOTo
pacTBOpa, - MOJIYYEHHBIX IPU KOJMYECTBECHHOM
OIIpE€ACTICHHUHA, NOJDKHBI COOTBETCTBOBAThH BpEMCHaM
YACPXKHUBAHUSA TTHMKOB COOTBETCTBYIOIIHX BEIIECCTB
Ha XpomarorpamMMax pacteopa cpaBHeHus (BDXKX)

- HATpHi Hanmune AHAJIMTHYECKOTO CUrHajIa npu TpucyTcTBYyeT
KOJMYECTBEHHOM onpezeneHuun Hatpus (ADC)

- KaJuid Hanvune AHAJIMTHYCCKOI'O CUrHajia Tpu HpHCYTCTByeT
KOJIMYECTBEHHOM onpezeneHuu kamus (ADC)

- XJIOPHIBI XapakTepHas peakuus ITomoxwurensHas
(KauectBeHHas peakius EQ** 2.3.1, peakuus a)

- Maraui XapakTepHasi peakuus IMonoxurensHas
(KauectBeHHas peakuus, ['® PD*)

3. Ilpo3payHOCTh JlomkeH ObITh po3paysbiM (I'P PO*) IIpo3paunsiii

4. IIBeTHOCTD JlomxkeH 6b1Th 6ecBeTHBIM (I'® PD*) BecuseTHblif

5.pH Ot 6,0 10 7,0 (I'® PO*, NOTEHIHOMETPUYECKH) 6,4

6. MexaHn4yeckue BKIIOYEHHS:

- BUAUMbI€ MEXaHUYECKHE BKIIOUCHUSA Jlo/keH COOTBETCTBOBATH TPEOOBAHUAM COOTBETCTBYET

10 Mxm 1 Gosee - 1 B 1 M
25 MxM u G6ostee - 1 B 1 Mt

7. U3BnekaeMsblii 00bEM He menee HomuHanbHOTO (' PO*) 270

8. OCMOJISIIBHOCTD ot 284 10 347 MOcM/kr (TP PD*, kpHOCKONHUECKHiA) 316

9. AHOMaJIbHas TOKCHYHOCTh JlomkeH ObITh HETOKCHYHBIM Herokcnunpiit

(111 KOHTEHHEPOB MOJIUMEPHBIX) (IT'® POY)

10. bakTepuanbHble 3HAOTOKCHHBI IIpenensHoe conepxanue He Gonee 0,5 ED/Ma Mesee 0,5
(D PO* meron A)

11. CTepIEHOCTL Jomier 6LITL oTepininiM (I'P PO*) CreprisHBIi

Cepus BRINyLIEHA 110 TapaMeTpaM

12. Ilornomenue B YP-061acTH OnTuyeckas IIOTHOCTH Npenapara Npy JUIMHE BOJIHEL 280 0,001
( JUIs KOHTEHHEPOB NOJHM epHLIX) HM He J0/pkHa npesbimats 0,2 (CnektpodoTomerpus)

13. KonuuecTBeHHOE OTpe/ieIeHHE:

- CYKLMHATHI Or 41,4 no 50,6 Mmmons/n (B2XX) 45,5
- METJIOMHH Or 40,2 no 49,2 mmoins/n (BIXKX) 44,2
- METTIIOMHMHA HATPHs CyKLMHAT Or 13,5 10 16,5 r/n (PacuéTHsiii MeToz) 14,8
- HaTpui Or 132 no 162 mmons/n (ADC) 149
- Ky Or 3,62 110 4,42 Mmoms/n (A3C) 3,98
- MarHui Or 1,13 no 1,39 mmons/n (TutpumeTpus) 1,25
- XJIOpUsbL Or 98 no 120 mmons/nt (TuTpuMeTPHS) 110

14. YnakoBka

TTo 200 um 400 Ma B OyTHUIKH CTEK/ISHHBIE BMECTHMOCTBIO 250 HiH
500 mu1, coorBercTBeHHO, 110 200 MM 400 M1 B GyTHUIKH CTEKIAHHBIE
BMECTHMOCTBI0 250 wiH 450 M7, COOTBETCTBEHHO, YKyTIOPEHHBIE

ITo 250 Ma B KOHTEHHEpaX M3 MIEHKH
MHOTOCTIOHHOH MOJTHOIEHHOBOR.
Ha koHTeiiHep METOZOM TEpMONIEYaTH

NpoOkaMH M3 PEe3HHBI, OOKAThIE KOJNMAYKAMH a HITH
Kouﬁmmposaﬂnbmn M3 AIOMHHHA H IJIACTMACCHI.

Ha 6y TBUIKY HAK/ICHBAIOT STHKETKY CAMOKJIESIIYIOCS.

Kaxnayio OyTsiIKy BMECTE C MHCTPYKUMEH MO MEIHIHMHCKOMY
NPUMEHEHHIO TIOMEIIAIOT B NAYKy M3 KAPTOHA, Ha KOTOPO#H JOMyCKAeTCs
HRHCCEHHE ATHKETKH KOHTNANA TIENRATA REKNAITHA

To 250 wma 500 mMn B KOHTEHHEPHl W3 IUIEHKH MHOTOCIHOMHOM
ToyHONepHHOBOI.

Ha xoHTeiiHep METOIOM TEPMONEYATH HAHOCAT MAPKHPOBKY.

5 wm 10 xonreitnepos mo 250 wm 500 M BMECTe ¢ MHCTPYKUHEI 1O
MEJHMUHMHCKOMY TIPHMEHEHHIO TIOMEINAIOT B AMK M3 TOGPHPOBAHHOTO
NAPTONA (S11y 6k 110 POLGLLLY).

MapKHPOBKa.
32 xomteiinepa mo 250 mn BMmecte ¢
HHCTPY no Me MY
NPHMEHEHHIO IOMEMIEHBI B IPYTIIOBYIO
Tapy AUTHK H3 KapToHa
rodpupnRaEEOM (MY cTarmEnEapoR)
Komuuectso MHCTPY KL no

My IIf ) paBHO
KONIHYECTBY TIEPBHYHBIX YIAKOBOK B
TPYINOBOH Tape.
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32 koureiinepa no 250 mn uau 20 xouTeiiHepoB no 500 ma BMecTe C
HHCTpY! no y Tp B IPYNMOBYIO
Tapy AMMK M3 Kap rodpup ro (mis cr pos). Ki TBO
HIOTPYRUMIT MO MOMIIUINIONONY MPIMOIIOIIIIO PADIIO IO/IIIOOTDY MOPDINTILI

YNaKOBOK B IPYTNOBO# Tape.

15. MapkupoBka 1) Ilepsunas ynakoska ; 1) INepBuyHas ynakoBka
Ha 31HKeTKe OyTHUIKH YKa3KRAKOT: TORADPHKIN 3HAK, HAUMEHORAHWE, Ha KOHTEHMHEpE YKa3aHbL:
anpec, Te./(akc MPOH3BOAMTENA, TOProOBOE HAHMEHOBAHHE Mpenapara %

¢ MpeynpeaUTENbHON MapKHPOBKO# ®, JIeKapCTBEHHYIO (opmy, TOBAPHKIH 3HAK,

00bEéM B MHUTHJIMTPAX, KOHIEHTPALMIO B MPOLIEHTAX, HOMEP CEPHH, HaWMEHOBAaHHE, aapec,
CPOK FOIHOCTH, COCTaB, «TeopeTrueckas ocMonaprocTs 353 MOcM/m», | Tel./(hakc NPOM3BOAUTENS,
«CTEPUJIbHO», «xBHYTPUBEHHO», «HecmaunBaemMocTh TOProBOE HAHMEHOBAHUE
BHYTPEHHEH MOBEPXHOCTH OYTHUIKH HE SBJIAETCA IPOTHBOTIOKA3AHHEM enaB#raic
K 1Ip ) IpenapaTay, yCJI0BHs Xp «Jlonmyckaercs penap) %
3aMOpaXHBaHHe NPENapaTay», HOMEP PETHCTPALIHOHHOTO npeaynpeauTebHON
ynocroBepeus, MUkTorpaMmbl: @, uha, K u. MapKHpOBKO# ®,
Ha amoMHHHEBOM HJIH KOMOHHHDOBAHHOM KOJINAYKe JOMYCKaeTCA JICKapCTBEHHas q)opma,
HAHECEHHE HH/MBHIYaIbHOTO TEXHOJIOTHYECKOTO HOMEPa H/HITH 2 KOHLIEHTpALKs B IPOLICHTAX,
JByMepHOro mrpuxkona (2D). Ilonommﬁvmano HA AOMHHHEBBIH HOMEp CepHH, CPOK FOHOCTH,
KOJINAa40K MOTYT OBITh HAHECEHBI TOBAPHBIH 3HAK H HA3BAHHE
TIPOH3BOJIHTEIA. TEXHOJIOTH4YECKast METKa,
Ha xoHTeliHepe yKa3bIBaloT: PHBIH 3HaK, )BaHHE, aJpec, 00bEM B MUJUTMIIUTPAX, COCTaB,
Te./pakc MPOH3BOJMTEA, TOPrOBOE HAUMEHOBAHME TpenapaTa ¢ «Tcopmqecxax
m We“Tem“zgoﬁ:frr“g°::32ﬁ e’l‘)e“"’Pccp":e*f;Y“’og’z“y’ OCMOJIPHOCTH 353 MOCM/1»,
EHTPALHIO B 3 HH, CPOK F'OTHOCTH,
TEXHOJIOTHYECKYIO METKY, 0OBEM B MHJUTHIIHTPAX, COCTaB, «CTEPWJILHO,
«Teoperuyeckas ocMonapHocTs 353MOcm/m», «CTEPAJIBHO», «BHYTPUBEHHO», ycnoBus
«BHYTPHUBEHHOpY, ycnosus xpaHenus, «Jlonyckaercs XpaHEHH, «ﬂonycxae'rc;l
P penapara», Homep Pemcmmg‘mﬂwm 3aMOpaXKMBaHKE Npenapara»,
YAOCTOBEPEHHA, IPayHPOBOYHYIO MIKATY C H(POBBIMH METKAMH.
2) Ha nauke yka3sIBalOT TOBAapHBIH 3HaK, anpec, HOMED PETNCIPAIMOIIOLD
Ten./dhaKe MPOH3BOIUTEN, TOProBOE C NPEAYIPeHTENbHOR YAOCTOBEPCHHUA,
MapKHpOBKO# ® H rpyNIHpPOBOYHOE HAHMEHOBAHHS NpeNapara, rpagydpoBOYHas LIKana ¢
JIeKapCTBEHHYIO (OpMY, 00BEM B MHLTHITMTPAX, KOHIEHTPALHIO B UH(POBBIMH METKAMH.
npoueHTax, cocras, «TeopeTHyeckas ocMomApHOCTS 353 MOcM/m», 2) BropuuHas yniakoBka

«CTEPUJIBHO», «BHYTPUBEHHOY, ycnoBus XpaHeHH:,

«JlomyckaeTcs 3aMOPaXHBAHHE NPENAPaTay», HOMEP PETHCTPAIHOHHOTO Ha sTukeTke rpynnosoi

YZI0CTOBEPEHHS, HOMEP CEPHH, CPOK FOMHOCTH, «XPaHHTh B YNaKOBKH KOHTEHHEPOB (115

HEJIOCTYIIHOM Ui fieTel Mecte!», «[IpHMEHATH N0 Ha3HAYEHHIO c*raxmonapon) yKa3aHbI:

Bpaya», yCIOBHA OTIYCKa, MTpHX0BOi kox EAN-13, =

«Hecma Tb BHYTp i TI0BEPXHOCTH Gy THUIKH He SBIAETCH JOBAPEAH JaI,

MPOTHBOTIOKA3aHHEM K PHMEHEHHIO NPEnapaTay, rpapuyeckoe HaHMCHOBAHHE, A/IPEC,

n306paxeHue Ten./(aKkc NPOH3BOAMTE]SA,
TOProBo€ C

6yTbUIKH ¥, MMKTOrpaMMBI, PACIIH(POBKA MHKTOrPaMM

«. nekapcrsentas ¢opma PACTBOP JUIA UHOY3U», TNpeynpeuTeIbHOM

«lm c110C06 puMererns BHY TPUBEHHO KAITEJTHHO», MapKHpOBKOH ® 1

P (apmakorepanesTiueckas rpyrma PACTBOPBI, BJIIMSIOIIVE rpynnupoBOYHOC

HA BOJJHO-JIEKTPOJIMTHBIN BAJIAHC». HAaMMEHOBAHUA Tpernapara,
Jlomycxaercs cpencTs uneHTHG I CHCTEMBI nexkapcTBeHHast Gopma, 06BEM
MOHHTOPHHT'A IBH)KECHHS JIEKAPCTBEHHbIX MPENapaToB. B MIJUIHJIMTPAX, KOHLCHTPALWS

Ha 5THKeTKe smKKa 13 TOPPHPOBAHHOTO KAPTOHA (OTIYCK 110 PELEnTy)

YKa3BIBAIOT TOBAPHbIH 3HAK, HAHMEHOBAHHE, alpec, Tel./dakc B NPOLICHTAXx, COCTAaB,

MPOHM3BOJMTEIIS, TOProBOE C IMPeaYNPEIUTETbHON MAPKHPOBKOH ® 1 | «Teopernueckas
IPYTIHPOBOYHOE HAHMEHOBAHHS TIPENApATa, IEKAPCTBEHHYIO (opmy, ocMoNApHOCTB 353 MOcM/»,
ogbéu B MHJUTHJIHTPAXx, xonuemggx;mo 02 :/poueuc-?xE, PCI;I._(;;::[O «CTEPUJILHO»,
«TeopeTHyeckasi 0CMONAPHOCTE M D, « »,

«BHYTPUBEHHOM, yclIOBHsA XpaHEHHA, YCIIOBHA OTITyCKa, «BHYTPMBEHHO», yEAOBI
- «JlomyckaeTcs p npenaparay, HOMep perucTpamyonsoro | XPaHCHHA, «Jlomyckaercs
YAOCTOBEPEHHsA, HOMEP CEPHH, CPOK FOZTHOCTH, «XPaHHTb B ; 3aMOpaXMBAHUE Tpenapara»,
HEJOCTYITHOM [yia Jeteit Mecte!», «IIp Th 110 Ha3 0 HOMEp PEruCTPALOHHOTO
Bpaya», KONHYECTBO xomnue;;on‘, }pl‘]{)ﬁxonon ko EAN-13, YOCTOBEPEHHS, HOMED CEPHH,
MaHHUITyIALHOHHBIE 3HAKH !, L T . . CpPOK IOZHOCTH, «XPaHHUTh B
JlomycKaeTcs HAHECEHHE CPEICTB HICHTHQHKALMH JUIH CHCTEMBI HEIOCTYTIHOM U1 JETEH
MOmFTIGpHITa aapolL ppenapeTon. Mmecte!», «[[puMeHATs N0

Jlns craumonapos. Ha sTukeTke rpy YNaKOBKH KOHTEHHEp

Ha3HAYEHHUIO Bpayay, «J1ns
CTallMOHAPOBY», KOJIUYECTBO
KOHTEHHEPOB, INTPHUXOBOM KO
EAN-13, MaHUITY IALIMOHHBIE

(Zu1s1 CTALHOHAPOB) YKA3BIBAIOT PHBIH 3HAK, ajpec,
Te./dakc MPOM3BOAMTENS, TOPrOBOE C MPERYTIPEAHTETBHOM
MapKHpPOBKOH ® H rpynnHpOBOYHOE HAMMEHOBAHHSA NpENapara,
NeKkapcTBEHHYI0 HOPMyY, 00BEM B MHJUTHIIHTPAX, KOHICHTPALHIO B

npouenTax, cocras, «Teoperrueckas ocMonApHOCTH 353 MOcM/m», 3HAKH !, ﬂ, T, o
«CTEPUJIbHO», «BHYTPUBEHHOY, ycnioBHS XpaHEHH, HaneceHo cpeacTso
«Jlomyckaercs P [penapara», HOMEP PETHCTPALMOHHOTO

MACHTU(UKALMH UL CHCTEMBI
YAOCTOBEPEHHs, HOMEP CEPHH, CPOK T'OTHOCTH, «XPaHHTb B

HOAQOTYTHIOM I HeTeit MecTe!y, «TTpmewnaTs min wazwanewwin MOH"TOP“HF a IBKCHHA
Bpauay, /I CTAHOHAPOBY, KOJIMYECTBO KOHTEHHEPOB, IITPHXOBOH JICKapCTBCHHBIX IpEnaparoB.
YuT

ko EAN-13, MAaHHITyIAIHOHHBIE 3HAKH L, mum, 5 “f

JlomyckaeTcs HAHECEHHE CPECTB HACHTH(UKALHH U CHCTEMBI

MOHHTOPHHIA ABHKCHHSA JIEKAPCTBEHHBIX NPENAPATOB.
16. YcioBus XpaHEHHUs! M MEPBI B 3amumEHHOM OT CBETa MECTE NPH TEMIIEPATYPE HE B 3awnwénHoM ot cBeTa MecTe npu

5 Temnepartype He Bbiue 25 °C.

MPEXOCTOPOXXHOCTH Bhie 25 °C. JlonmycKaeTcs 3aMOpaXHBaHUE MNpenapara. Wit o b
17. Cpok roqHocTH 5 net B GyTBUIKAX CTEKJIAHHBIX, 3 rozia B KOHTEHHEpax 13 3 rona B KOHTEHHEPaX U3 MIEHKH

MHOTOCIIOHHO#H NONHONEPHHOBOH

TUIEHKHA MHOTOCTIONHO#M MOJTHONEe(UHOBOM

* — nelictByromee u3nanue I'ocynapcrBenHoit ®apmakonen Poccuiickoi Penepanun
**_ neiictByromee u3nanue Esponeiickoit @apmakonen
3akmoueHHe: cooTBeTcTBYeT TpeOoBaHuaM HJT P N001048/01-290319, u3m. Ne 1, uzm.-Ne-2—
-y -epbypl
i Cankr-Metepoybt
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Jata Beioa4m nacnopra; 14,09,2022 ok rogHocTH 1o: 08 2025

A. C. Bnacosa
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