MHTenneKT Ha 3awure
3poposba

® NOJZINCQH

OBLLECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTBIO

«HAYYHO-TEXHONOTUHECKAA GAPMALUEBTUYECKAA OUPMA «NNONIUCAH»

192102, Canrr-Nertepbypr, yn. CanoBa, 72, Kopn.2, NUT.A,
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Anagntudecknii macnoprt Ne 883
IIpenapar: UTO®JIABUH®, pacTeop 118 BHYTPHBEHHOT0 BBeJeHHS

Cepus: 12030921 P N003135/01
®opma Bemycka:  (ammyna) 10 mn x 10 (nayka kapToHHas)
Koanueerso: 2961 ym.
Jara n3rotoBneHuA: ceHTAOps 2021 1.
JlaHHble aHAIH3A
Tokazateas Tpe6osanns HII P N003135/01-220319, uam. Jlannblie
Ne 1, uam. Ne 2, m3m. Ne 3, n3m. Ne 4 AHAIH3A
1 2 3

1. Onucanne

Ipospaunas KMAKOCTE XENTONO LBETA
(Busyansusit meron, [® PO")

I1po3paunas XHAKOCTH
KENTOro 1BeTa

2. MoaTHHHOCTL:

" pHﬁod)naBHHa qmcq,a.r HATpHA CrexTp nornomeHns KCNLITYEMOrO pacTsopa, CooreercTByeT
NPUTOTOBEHHONO IS KOJHYECTBEHHOIO ONPeNeNeHHS,
nomy4cHHBIH Ha CeKTPOdOTOMETPE B KIOBETE ¢ TONMMHOH Cnos
10 MM B oGnacTv ot 300 10 550 HM JO/DKEH HMETh MAKCHMYMBI
npH (445+2) uM B npu (373+2) nm (CnexTpodioTomeTpha)
Ha xpomarorpaMmax HCTILITYEMOIO PacTBOPA [0/DKHEL
NPHCYTCTBOBATH /IB2 OCHOBHBIX NUKA, COOTBETCTBYIOMIMX 1O
- IHTApHad KHCJO0Ta BPEMEHAM YIEPKHUBAHNA NHKAM HHO3MHA B HIKOTHHAMHIA
- METTIOMHH (cnexTpodOTOMETPHIECKOE IETEKTHPOBAHHE NPH 254 HM), H CooTBeTCTBYIOT
I — 2IBa OCHOBHBIX MHKA, COOTBETCTBYIOMMX N0 BPEMEHAM
YOEPKHBAHHA IHKAM AHTAPHOR KHCIOTH U MECTOMUHA
~ HHKOTHHaMHUJ (ped)paKTOMETPHYECKOE ACTCKTHPOBAHHE), HA XPOMATOTPAMMAX
pactBopa cpasxenns (a) (BOXX) .
3. Ilpospa4HocTs Jomxer 6uiTh npoapaunbiv (T PO") TIpo3pauusiii
4.pH 0t 6,0 o 7,0 (T'® PD’, noTeHmMOMeTpHYECKH) 6,7
5. U3pnexaeMslit 00bEM, MA He menee HomunansHoro (I PO 10,0
6. MexaHHueckHe BIIIOYEHHA
- BHIMMBIE MEXAHHYECKHE BKTIOUCHHS HlomkeH cOOTBETCTBOBATS TPEGOBAHKAM. CootrerctByer

= HCBHAHMBIC MEXAHWYECCKHE BKITIOYCHHA

(TP PO, BusyansHsi)

Cpenuee uncno wacrull pasmepom 10 MM 1 Gonee He 10/0KHO
npessimars 6000 B 0AHON aMITyNe, & CPENHES YHCNIO HACTHIL
pasMepom 25 MxM H Gonee He a0/mkHO npepwimaTs 600 B oaxok
ammyne (I'd PO, meron 1)

10 MkmM u Gonee - 373

Ha ammTy Ty
25 mxm # Oonee — 16
HE aMnyny

7. PoACTBEHHBIE MPHMECH:
- THIIOKCAHTHH, TYaHO3HH

- HHKOTHHOBaA KHCJIOTa

- HeHIEHTHOHIHPOBAHHBIC MPUMECH

- MOMH(pNABHH

CymmapHoe conepxanne He 6onee 3,0 % or
HOMHHAIBLHOTO COAEPKAHAA HHO3HHA (BIAX)

He 6onee 3,0 % 0T HOMHHANLHOTO CONEPKAHHA
HHKOTHHAMMIA (BIXX)

CymmapHoe coepxanue 0T CyMMb Turomane
MTHKOB HAKOTHHAMHAA H HHO3WHA HE NOKHO
npessiaTs 2,0 % (B3KX)

He 6onee 0,20 % oT HOMMHANBLHOTO COAIEPKAHHA
pubodnasnna docthaTa HATPHA (BIKX)

0,5
0,1

0,05

0

8. BakTepuanbHbI€ SHAOTOKCHHEL

[NpenensHoe conepxanue He Gonee 17,5 ED/mn
(I'® PD", meTon A)

Menee 17,5

9. CTEpHILHOCTD

JlomkeH GEITE CTEPHITEHEIM
(C® PO, meron memOpaunol duasTpaumu)

Crepuneueiii

10. KonraecTBeHHOE OnpeeneHne

ot 0,0018 10 0,0022 r/mn Ci7H20N4sNaOoP
(pubodnasnua docdara narpus)
(Cnexrpodoromerphs)

ot 0,090 10 0,110 r/Ma CsHsO4
(surapHoli kucnoter) (B2XX)

ot 0,1485 no 0,1815 r/ma CsHi7NOs
(vermivnvg) (HOMX)

ot 0,0180 5o 0,0220 r/ma CieHi12N4Os
(uno3nHa) (BOXKX)

ot 0,0090 zo0 0,0110 r/mMa CsHeN20
(HuxoTHHamuaa) (BOXKX)

0,0020

0,102
0,1589
0,0196

0,0098
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11. Vnakogrka Tlo 10 M2 B aMIIyNIbI KOPHUHEROTO CTEKNA, To 10 sn B aumynax
KOPHYHEBOTO CTEKIIA.
Ha amMmymy HaRTIeHRAIOT FTHKETKY CAMOKNeSIYGS, T
o 5 amrry nOMEWAIOT B KOHTYPHYIO A9eHKOBYIO ITHKETKA CAMOKNCAIARC.
YIAKOBKY W3 NIEHKH noaumepHoi. Kontypuyio Tlo § ammyn nomemesu 5
s4eHKOBYIO YNAaKOBKY TEPMOCK/IEHBAIOT C IIEHKOR KouTYpHYm RcixoByIO
H A AMIOMHHHEBOH, HA o oo
TOKPOBHOH Wi (hoNLrol amIOMHHHEBOI, HIH OCTABJIAIOT mmm’_ < e
OTKpPBITOH. AueikoBan ynakoska
1 K 2 KOHTYpHBIE 54€HKOBBIE YIAKOBKH BMECTE C mnm';emc nneHKoH
THOKPOBHOHR,
MHCTPYKLHEH 10 NMPHMEHEHHIO IOMEINAIT B KAPTOHHYIO 3 s
naiKy. YNAKOBKH BMECTE ©
Jlas KOHTPOIA NepBOro BCKPLITHS GOKOBKIE KANAHEI ncTpyKunel no
Na4KH MOTYT OBITE 3aKJIEEHBI € ABYX CTODOH JTHKCTKAM) | MPMMEHCHHIO NOMELLIEHN B
WITH TEPMOCKIEEHBI, g
12. Mapkuposka 1) lepeHunan ynakosxa 1) Tlepswnan ynaxonxa
Ha Knesneics
Ha amnynax na camMoKneRImencs ITHKETKE YKa3BIBAIOT: i s a
TOBEPHBIH 3HAK MPOHIBONHTENA, TOPIOBOE HAHMEHOBAHHE NpOHIBORHTERS, TOPrOBOE
JIEKaPCTBEHHOrO NPENapaTa ¢ NpeAyNnpeaATenEHON . B
MapKkHpoBKoH ®, 06BbEM B MIIHIBITPAX, COMEpkaHHe sapxsptmach ), o6ty
NEACTBYIONIHX BEMIECTB, HOMEP CEPHH, CPOK NOHOCTH, MUUTHAKTDEX,
AICKAPCTBCHHYIO (JOPMY, I0NMYCKAETCA HAHECEHHE (hapMakona ACTCTRYIOUMX BEWLECTD, HOMEP
HIIH TEXHONOTHYECKON METKH, bl iy
Ha ammynax fionyckacTcs HATHYME IBETHBIX KOTIEL, 2) TpoMExyTOAHAR ynaKoBKS.
2) [IpOMeXYTOUHAR YTIAKOBKA Ha resnice rosposHo! yxasan
Ha nnnke nokpoBHOM YKa3biBAIOT TORAPHEIA IHAK 3 B,;wm::“n;mm
npoun3eoautens. Ha donsre anommunmesolt ykaseipaior: Ha nawre yxasas; Hanmenosanme
TOBAPHEIH 3HAK NPOHIBOIHTENA, HOMEP CEPHH, CPOK TOHOCTH, | "PoMIsomsrens, ero Tosapuuit
3) Bropaunas ynakoska i B
Ha nauke yxasuiBaioT: HaHMEHOBAHHE POH3BOAHTENA, €10 @ u rpymmmposodnoe
TOBAPHEIA 3HAK, aapec, Tell./(akc, Topropoe ¢ o e
NpenynpeHTensHOR MapkupoBkoi ® H TPYNIUpoBOYHOE i o popres,
HAHMEHOBAHNS IEKAPCTECHHOTO NIPENapaTa, IEKapCTBEHHYIO COCTaB, ycnoBuS Xpanets,
(bopmy, 06EM npenaparta B MHATHAKTDAX, COCTAB, YCIOBHA «flpumenats 0 HasHa RO
xpasenns, «[IpHMCHSATS 110 HAZHAYCHMIO BPAYAY, «XPAHKTS B WM' i s
HeAOCTYNHOM Ana Aeteit mecte!», «CTEPHIILHO», yeaosns «CTEPHIHHOw, ycronns
OTIyCKa, CTIOCO6 NPHMEHEHHA, HOMED PETHCTPALIHOHHOND OTMYEXa, cnocos mpHMenexi,
YAOCTOBEPEHHS, HOMED CEPHH, CPOK TOIHOCTH, KOJHYECTBO e “"&"mﬁ:fm
aMITyNl B YNaxoBke, WrpHxoso#l xon EAN-13, dpapmaxon urrpsxosoft ko EAN-13,
Gapmaxon (pharmacode),
(pharmacode), rpauueckoe u3o6paxenne ammynsi M, R
MHKTOrpaMMsl, pacis(popka NUKTOrpaMM annyas 8, mcrorpanoasy,
pacundpoBKa THETOTpaMM
« W nexapcreennaa hopma PACTBOP JUTA . -
«
BHYTPHUBEHHOT O BBELIEHH», PACTBOP WA $opes
« 88 cnocoS npmmenensx BHYTPHBEHHO KATIENBHO B el
PA:!EE.IIE&H‘!H», . : =
« ® hapmakoTepanerTimeckas rpynna [TPOYUE P E O B
[PETIAPATDI 1A JIEYEHHWSA 3ABOJIEBAHWIA HEPBHOM [ - ”
& % ® hapMAKOTEPANESTHYECKAS
CHCTEMBI». rpynna TIPOYHE TPETIAPATSI
HoryckaeTos HaHECeHHE CPENCTD HAEHTHOWKALMH JUIA CHCTEMBI | JU1A JIEUEHHA
MOHHTOPHHIA IBIDKCHHS JICKAPCTBEHHBIX TPETIAPATOR. 3ABOJIEBAHHA HEPBHOH
CHCTEMBI».
HASHTH(WXAUMH JANK CHCTEMB
13. Xpaneune B 3awmmennom ot ceeta MecTe NpH TEMNEPATYPE He B saupmuenson or cmera

suime 25 °C.

MECTE NpPH TEMIIEPaType He
Buime 25 °C.

14. Cpok roasocTa

2 roga

2 roja

*. neficTByrowee usnanue I'ocynapcTBeHHOM ®apmakonen Poccuiickoii ®ezeparuu
3axmodenue: cootercrayer tpebosaruam HIT P N003135/01-2203 19, u3m. Ne 1, m3m. Ne 2,

u3M. Ne 3, uam. Ne 4
Hara Beiia4n nacnopra: 21.12.2021

3asemyrouquit KAnJl
1Tavanennx OICIK

/I{npem‘op 10 Ka4yecTBy

Cpok rogrocty jo: 09 2023

ik

HOTIOT BV AT
hapMALBETAMECKAR
«MONUNCAHD»

[na gokymesTos

HHC-KO-2000-0160 «KoHTpons npousseacH ok npoayKuuu», Bepcua 10. [dara seeaenns: 10.03.2021
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000 “Hayuso-TexHoorn4eckan papmanesrudeckas pupma “INOJTHCAH”

Paspemenue Ha peanusaimio Ne

HapmenoBanne

(Dopma BRITIyCKa

MHH

PY Ne

HOpMﬂTKBHM JOKyMCHTaua
Homep cepi

Pazmep ceprn

KomuuecTBo Mocie KOHTPOIs
Ne AHanHTHYECKOTO MacnopTa
Tozmen no
IIpeanpruATHE-NIPOR3BOMTENL

TIpennpusTHe-YIaKOBIIHK

00001116 ot 24.12.2021

IIHTO®JABHH pacreop A5 BHYTpHBenHOro Baeaenns 10 mu Nel0,
Poccuiickas Qegepanus

amnyaa 10 s x 10 (zauka KapToHHan)
Huosnn+Hukorunamua+PubodaasantiAurapuas KnciorTa
P N003135/01

P N003135/01-220319 mam. Nel, nam. Ne2, mase. Ne3, mans. Ned

12030921

2961 ynk

2923 ynr
883
0923

000 «Hayuno-Texnojioruveckan papManesTuveckas Gupma
«[1OJTHCAH», 192102, Poccuiickas ®enepanns, r. Cankr-Ierepbypr,
yia. Canosa, a. 72, k. 2, 1HT. A

000 «Hayuno-TexHoJOrHUecKas papmanepTHIecKas pupma
«IOJHCAH», 192102, Poccriickan Pegepanns, r. Canxr-IlerepGypr,
ya. Canoga, 1. 72, k. 2, A8T. A

AHAIH3 NPOH3BOACTBEHHOMR JOKYMERTANHH

Joche Ha cepHIO TPOBEPERD Ha
Jlocwe na cepuio ogobpeno Oa
KpuTHYecKHe 0TKIOHEHHS OTCYTCTBYIOT Ha

CepHa HPOM3BEACHA H IPOKOHTPOJIAPOBARA B COOTBETCTBHA ¢ JIHICH3HEH HA IPOU3BOICTBO
JICKAPCTBEHNBIX CPEACTB, TPeGOBANMAMH PETHCTPANHOKHOTO A0Che, TPeOOBAHNAMHE OPraHHIANNH
HPOH3BOICTBA H KOHTPOJIH KauecTBa JeKapCTBeHHbIX CPeICTB (IPABHN GMP), a Taiie HHBIMHA
TpeGoBaHAsIMH AeHCTBYIOMEro 3AKOHOXATENLCTBA, i

IIpoaykilus paspelieHa K PealH3alAn Ve HOa /

YIonHOMOYEHHOE JTHIIO

Hauaneuuk oraena

Crenanosa M.C.

(R0mKHOCTE)

(pacundpoBKa MOMTHCH)

[losoKeHReE 0 JIHLE, OTBETCTBEHHOM 34 BHITYCK cepiH (Y NOTHOMOMEHHOM THIle 10 KauecTBY), Aata yr8. 11.01.2021







