VIHTeNIeKT Ha 3awmTe OBLUECTBO C OrPAHMYEHHOM OTBETCTBEHHOCTbIO
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® NOJZINCQOH
AHanuTHueckuii nacnoprt Ne 401

Ipenapar: IIHTODJIABUHE, PACTBOP A1 BHYTPHBEHHOI0 BBEICHHUS

Cepus: 560421 PN003135/01
®opma BBIIYCKa:  pacTBOp A BHYTPHBEHHOTO BBEICHHH
(ammyna) 10 Mu x S (mauxa KapTOHHas)
Konuuectpo: 23465 yn.
Mara usrorosnenus: anpens 2021 r.
Jannbie anaanza
Iokaszarens TpeGosanns HJI P N003135/01-220319, Jaunsie
Mzm. Ne 1 AHAH3A
1 2 3

1. Onncanve

ITpospaynas xuaKoCTs *EMTOrO UBETA
(BusyansHuiif meton, I'® PO")

[MpospauHas skuakoCcTE
KEATOrO UBETA

2. IToWIHHHOCTD:

- pubodnasuna docdar Harpus ClEKTD NOIIOWEH S HCIIBITYEMOTO pacTeopa, CooTBercTBYET
NPHIOTOBIACHHOIO IJiA KOJIHYECTBEHHOIO OnNpcAeaCHUA,
NI0Y4EHHBIH Ha CNeKTPOdOTOMETPE B KIOBETE ¢
TonuuHoH cios 10 MM B o6macty ot 300 10 550 1M
AOIDKEH HMETh MAKCHMYMbI IPH (44522) um 1 nipu
(373£2) um (Crexrpodoromerpus)
- AHTAPHAA KHEIOTA Ha xpomarorpammax HCNBITYEMOTO PacTBOPa JOKHBI
- METTIIOMHH TPUCYTCTBOBATE 1BA OCHOBHBIX UK, COOTBETCTBYIONIHX Cootrsercraytor
- HHO3MH 1O BpEMeEHam y):epxcunau‘;u TTHKAM HHO3HHA H
_ HUKOTHHAMH/A (CICKTPODOTOMETPHYECKOE
=T A ACTCKTHPOBaHHE NpPH 254 HM), H Ba OCHOBHBIX HKa,
COOTBETCTBYIOWHX MO BPEMCHAM YACPAHBAHUA THKAM
SHTAPHON KACIOTH ¥ MEMTIOMHHA
(pedpakromerpryeckoe JIETEKTHPOBAHME), HA
XPOMATOrpaMMax pacTsopa cpasrenus (a) (BXKX)
3. lIpospaunocts LI0/KER BbITh TPO3PATHBIM (I'o Pd7) ITpospaunmii
4.pH 06,0 1o 7,0 (F'd PP, TIOTEHLHOMETpHYeCKH) 6,7
5. Mi3BnekaeMuiii 06EM, M He Menee nomunanshoro (F'd PO 10,0
6. Mexannyeckye BmoveHNA
= BUIHMBIE MEXAHHUYECKHUE BIUTIOUEHHS Jomken coomaercTosars TpeboBanuam Coorsercrayer

= HCBHIHMBIE MEXaHHYECKHE BKITIOYEHMA

(T'D PO, Busyansusiit)
Cpennee uncno vacTiu pasmepom 10 MM H Bonce HE JIOTHKHO

10 MxM 1 Gonee — 104

npeBbitath 6000 » oMol ammyne, a cpeanee uucno YACTHIY Ha amnyny
pasmepoM 25 MkM 1 Gosice He I0MKHO npessimars 600 B oxnoif 25 mKM H Gonee — 1
ammyne (T PO", meton 1) Ha amMmyny

7. PoacTBeHHsIe NIpUMecH:

= 'RIIOKCAHTHH, I'YaHO3HH CymmapHoe coliepxkanne He Gonee 3,0%or 0,3
HOMHHA/ILHOT'O COACPXaHNA HHO3MHA (BIXX)

- HHKOTHHOBAS KHC/IOTA He Gonee 3,0 % or nomusansuoro CONCPACAHHA 0,1
HHKOTHHamMHIa (BDXKX)

- HEHIEHTHUIMPOBAHHLIE NPHMeCH Cymmaproe conepsanne ot cyMmMms! romane nukon 0,06
HUKOTHHAMH/IA H HHO3HHA HE NOKHO npeBsiuats 2,0 %
(BOXKX)

- momudaarus He Gonee 0,20 % ot HomunansHoro COflepaHus 0
pubodnasuna pocpara narpus (BOXX)

8. bakTepuanenbie JHIOTOKC HHEL Npenenshoe conepxanne ne Gonee 17,5 ED/ma Memee 17,5

(I'® P®’, meton A)
9. AHoManbHas TOKCHUHOCTE Homxen 6bITh HCTOKCHYHBIM (T'e PO Hetokcnanniii
10. Crepunbrocts Homsen GbiTh cTepunbHBIM Crepunbabiif
(I'® PO’, meTon MembpanHoit dwisTpaumm)

11. Konuuectsennoe onpeneneHHe ot 0,0018 10 0,0022 r/mn C,,H;0N;NaOoP 0,0019
(pubodnasuna pocara narpus) (Crexcrpoporoserpus)
o1 0,090 10 0,110 r'mn C,HLO, (sHTapHoi kncnoTsr) ( BOXX) 0,099
01 0,1485 20 0,1815 r/ma C:Hi7NOs (mermomnua) (B KX) 0,1635
ot 0,0180 20 0,0220 1/ma C 10H12NOs (MHO3MHa) (BIXKX) 0,0197
ot 0,0090 a0 0,0110 r/ma CsHgN,0 (rukoTHHAMMRA) (BOKX) 0,0098
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12. Vnakorka

[To 10 mMa B amn
HAKJIEHBAIOT 3THK
[To 5 ammyn 1
YNakoBKy W3

st kopHyHesoro cTekna Ha amnyny
BTKY CAMOKJIES LITYIOCH.

OMEIIAIOT B KOHTYPHYIO H4EHKOBYIO
NNEHKH NONHBHHHIIX IOPHAHOHA.

KoHTYpHYIO AUEHKOBYI0 YNAKOBKY TEPMOCK/ICHBAIOT ©
n78HKoH IOKPOB}OH WIH (ONBrOH AMOMHHHEBOH, MM

OCTABISKOT OTKPE
1 MnH 2 KOHTYPHE
BMECTE C HMHCTDY
madky 3 KapTo
Goxopbie Kianas
C’FOPOH ITHUKETKA!

TOH.

1¢ A4CAKOBBIE YIIAKOBKH

kipedt Mo [PAMEHEHHMIO MOMCLIAIT B
@, JiI8 KOHTpONs TEPBOrO BCKPBITHA
bl masikH MOTYT ObITh JAKIEEHE! C ABYX
1M HIH TEPMOCKIIECHBI.

Tlo 10 M1 B ammynax
xopuyHeBoro crexna. Ha
aMnyly HakneeHa
JTHKETKA CAMOKEAILAACS.
5 aMITy B KOHTYpHOA
SYEHKOBOH YIIAKOBKE H3
IIEHKH
NIOMHBHHHAXIOPHAHOA.

| KOHTYpHas A4ECHKOBAR
YIIAKOBKA,
TEPMOCKICEHHAA C
nAEHKOH NOKPOBHOA, ©
MHCTpYKUHcH 0o
npl»meneumo TIOMEIIEHA B
1a4Ky M3 KapToHa.

13. MapxupoBka

1) IMepprunas ynaxkoska

Ha amnynax Ha CaMOKNEAMEHCH JTHRCTKE yKaIbIBAIOT:
ToBapHEIH 3HAK IPOHIBOAKTENS, TOPTOBOES HAHMEHOBAHHE
7EKAPCTBEHHOTO| MNpenapata ¢  MpEXyNPeAHTEARHOH
Mapkupopkoi ®, 00bEM B MWUTMIHTDAX, COACPHKAHHE
JelCTBYIOMIMX BELIECTB, HOMED CEPHM, CPOK [OAHOCTH,
[EKapCTBEHHYIO (hopmy.

2) BropuuHas yrjakoBka

Ha nnéHke NOKPOBHOH YKA3BIBAIOT: TOBApHRIA 3HaK
npoussoanrens. Ha donbre ATIOMHHMEBOH YKA3BIBAIOT!
TOBApHBIA 3HAK NPOMIBOMMTENA, HOMED CEPHH, CPOK
I'OAHOCTH.
Ha nauke yKashiBAlOT: HGHMCHOBAHWE NPOHIBOIAWTCIA,
ero ToBapHelli 3nak, anpec, Tel/dakc, TOprosoe C
TIpeTynpenuTeh ol MapKHPOBKOH ® M rpynIHpOBOYHOE
HAHMEHOBAHHA | JICKapCTBEHHOTO nipenapara,
nexapcTBennylo,  GopMy, ofsém  npenapara B
MAILITATATPAX, (OCTaB, YCHOBHA XPaHEHHI, I IpumMensTL
110 HASHAYCHMIO Bpaua», «XpaHMTh B HEJOCTYNHOM AN
nereit mecrely, «CTEPUJIBHO», ycnosHA OTOYCKE,
crnoco6  MPHMCHCHHA, HOMED  PErHCTPAlMOHHOIO
VAOCTOBCPEHHs, HOMED CCpHH, CPOK  TOJHOCTH,
KOJHMYECTBO aMITy.J1 B YIIAKOBKe, ITPHXOBOH KO EAN-13,

rpatuaeckoe M300pOKCHHE AMITYITHI i, NHAKTOTPaMMB,
pacurHdpoBKa [UKTOTPaMM

« _nexaperpennas popma KHTKAS,

«: cnoco6 fipumenenns BHY TPUBEHHO,

KAIIENBHO»,
f & ]

« ® M hapmakpTepaneBTUYECKan rpynna MPOYHE
TTPEITAPATHI JU151 IEYUEHH A 3ABOJEBAHMH
HEPBHOW CHCTEMBEI.

Jlonyckaercs HaHCCCHHE CPEACTB WACHTHONKALMA 1A
CHCTEMBI MOMMHTODHHTA [IBHXKCHHA  JICKAPCTBCHHBIX
nmpenaparos.

1) TlepeHuHag ynaxosxa

Ha amnynax We CamoKieAuieiics
ITHXETKE YXAIAHM; TOBAPHLIA 3HAK
DPOHIBOANTENR, TOpropoe

npenapara ¢ npez;ynp—e'mnwoh
mapkaposkoli B, ofwém B

sexapernennan dopma.

2) BTopuuHas ynaxosxa

Ha nnéHxe TIOKDOBHOR YKa3aHbi
ToBAPHbIF 3KAK NPOHIBOATENA.

Ha nauxe yxasansi: HAMMEHOBAHUE
APOMIDOAMTEAN, €70 ToBapH B
3HAK, anpes, TeJ./HaKS, TOprosoe ¢
NpeTyIpeaHTeAsHOR MapXHPOBKOH
® B TPYNNHAPOBOSHOE

<ap
NPCNapaTa, ICKAPCTBCHAAR popma,
OfLéN MPENapaTa B MHALBLAHTPIX,
cocTES,  YCAOBMA  XpaHEHMA,
«Ilp no  Hasw

ppaua, €XPariTh B HEROCTYTIHOM
s nerei mocreln,
«CTEPHJTBHO», YOROBHSE

TONHOCTH, KOMHHECTBO nmyx ]
ynaxoske, urTpixosolt ken EAN-
13, rpedmeckoe  WIOTpaxeHise

amuyanl , TIHETOrPaMMbl,
pacIMGPOBER THKTOTPAMM

waexaperaennas dopsa AAIKA:,

HOm. B

L B

s=n

“HEPMARCTCPANSATHILCKAN (PYIRR
[IPOMME TPENAPATBI VLA
EYEHHS 3ABONEBAHHA
HEPBHOR CHCTEMbb».

Haueceno cpeacrso
smerTHQHKELIH NS CHETEMB.
MOHHTOPHHTE ABHACHHR
NIeKBPCTBEHHbIX NPENAPETOB.

14, XpaneHue B saulMIeHnoM OT CBETa MCECTE MPH TeMnepaType He | B 3allAlICHHOM OT CReTa
penpe 25 °C. MECTE NPH TEMIIEPATYPe
ne spine 25 °C.
15. Cpox rofHOCTH 2 roaa 2 ropma
*. neffcTytolee n3aanne I'ocyapcTBeHHOMH dapmakoiien Poceniickoit deaepaunn
JakTrouenne: cootrerctayer TpeGopannam HII P N003135/01 -220319, Uam. Ne 1
lara Bbinayu nacmopra: 26.05.2021 Cpoxk rogHocT j0: 04 2023
( 3asenyroumit KAJI " Cankr-{leTepbypr ‘ A.B. Cxox
e HayuHO-TexXHonorueckan - /
AHAPMALSETHHICKAA QUDMaE
Hauansuuk OKK } - i (_ A. H. ®énoposa

IlupekTop no KadecTBy

«MONUCAH»

AnA QoKyMEeHTOR

WHC-K0-2000-0160 «KoHTpo/ih PON3BEIEHHOMN NPOLYKLMHY | BEPCHI 10, Idara ssemennsa: 10.03.2021

C. 1. CkopHK




000 “Hayuno-TexHonoruueckas bapmauesTnueckas pupma “HOJIUMCAH”

Paspewrenve na peamzammo Ne

Hanmenosanmue

Popma BrimycKa

MHH

PV Ne

Hopmaruenas noxvmentanus

Homep cepun

Pasmep cepun
Konuvectso nocie KOHTpoas
Ne Ananutuueckoro nacrnopra

loaen 1o
I PCANPUATHE-ITPOHIBOIUTEND

Ipeanpusrne-ynakopmmx

00000439 or 31.05.2021

HOUTODIABHH PACTBOD ISt BHYTPHBERHOrO BBedenny, 10 ma, No5,
Poccniickas Denepanns

amnyaa 10 Max 5 (mauka KapTonHas)

Haa3:m+anmmwamn+I’uGmbnasmﬁﬂmapnaa KHC10Ta
P N003135/01
P N0O03135/01-220319 waa.Ned

560421

23 465 ynx

23 397 yax
401
0423

000 «Hayuno-Texnonornaeckan Papmanesraueckas $upma
«ITOJTHCAH», 192102, Poccuiickas ®exepanus, r. Canxr-Herep6ypr,
ya. Canosa, 1. 72, k. 2, anT. A

000 «Hayuno-rexnonorugeckasn $apvanesruueckas dupma
«[TOJTHCAH», 192102, Poccniicikas Denepanns, r. Cangr-Tlerepbypr,
ya. Canosa, 1. 72, . 2, aut. A

AHATH3 NPON3BOACTRER KO AOKYMEHTANNM

Hocbe Ba ceprio nporepeno da
Hocbe na ceprio ogobpeno da
Kpuraueckue orkionenus OTCYTCTBYIOT Hda

Cepusg npoussenena POKOHTPOIRPOBANA B COOTBETCTBAM ¢ THIeH3Heil Ha HPOH3IBOACTBO
JIeKAPCTBEHHBIX CPe/ICTB, TpeGoRanusMu PETHCTPANHOMIOro A0Che, TPCOOBARMAMN Opran 3 a M
IPOH3BOACTBA W KOHTPOJIS KaYecTha AIERAPCTBEHARIX CPelcTR (npaBua GMP), a Taioke HHBIMH
TPeGOBAHAAMM JeiicTBYIOmero 3aK0HOIATeNLCTRA.

Ipoaykuns paspemena k peanuzaman

Ynonnomouennoe muuo

Havamenuk otgena

Crenanosa M.C.

(aomxHOCTE)

(oanucs) !’ (pacuidposka noamucy)

Hosomenne o e, OTBETCTBEHHOM 3a BBINYCK CepHH (Ynoasomouennon ine no KauecTBy), nata yvra. 11.01.2021







