PELIEHHE O BbINYCKE & gpaxcdamckuil o6opom
YnonHomoventsim nuyom GKIT «cAPMABUPCKAA BMOBASPUKAY

PEHIEHHME N 1058/2021
O BBIIIYCKE JJEKAPCTBEHHBIX CPEACTB
DKII «Apmasupekas 6uodadpuicar _
Jluyensun na ocyujecmenenue RpOU3BOOCMEA NEKAPCMBEHNHbIX cpedcms, suidanHan Munnpommop-
2om, Ne 00008- JIC om 27 noséps 2017e. (beccpoyno).

" «15» okTabpa 2021 r. n. IIporpecc

Adpec ropuduueckuii:
352212, Kpacronapekwit xpaii, HosokyGawnckuit paifon, moc. [Iporpece, yn. Meurnxosa, oM 11,

Ten./(axc (86195)2-12-11, e-mail: arm_bio@mail.kuban.ru, UHH 2343003392, KIIIT 234301001,
OKIIO 00482849, OI'PH 1022304361540. :
Hpoussooumens (sce cnmaduu npouzeodcmea): _
DenepansHoe KaseHHOE NMPEMIPHATAE «ApMAaBHpcKas GHONOTHYECKas ¢abpuxay (OKII «Apma-
BHpCKast Ouodabpukar), Poccus, 352212, KpacHomapckuit kpaH, HosoxybaHcknii pafion, moc,
Iporpece, yi. Meunukosa, nom 11. ‘

Hepacamens pezucmpayuonnozo ydocmoseperua:
3A0 «bureprasy, Poccrs, 143910, Mockobcxas ofnacts, r. banamuxa, yi. Kpynemwna, n.1.

Ynonnomouennoe nuyo: Kosanenxo T.C. (Tlpuxas Munucmepcmea 30pasooxpanenua PP om 23
uions 2021 2. Ne 795 “O6 ammecmayuu 6 xavecmee YnoRHOMOYEHHbIX nuy npoussodumeneil nexap-
CIMEERHBIX CPEOCME ONR MEOUYUHCKO20 NpUMeHeHus 2ocyoapemea — wunena Eeépasutickozo 3xoHo-

Muyeckozo coroza’).

[lepeuynas ynakos- | KonuuecTro

Ne | Haumenoanue nekap- | JlekapcTeeH- Jlo3uposka
n/n CTBEHHOTO cpelcTsa/ Haf popma Ka B [IepBHY-
' MEXCIYHAPOIHOE Hena- HOH yna-
TEHTOBAHHOE HAMMEHO- KOBKE
BaHHe (rpynIUpoRoOYHOE
HJIH XHMHYECKOE) :
1 | Hponoon-Bunepzun/ IMYABCUR 10 m/mn aMRrynst ¢ Kpackoi | 20 ma
Iponotpon OnR 8HyM- mouKoil uzROMa U
: pusennozo raceykot
geedeitun
TotpeGureasckas yna- Cepus/Cpok rogHo- | PermeTpaunonnbi | [ OCYNAapCTBEHHBIH CTaH-
KOBKa/KO/THYECTRO cTH (10) HOMep, 1aTa peru- IapT ka4ecTsa (HOpMa-
____CTpauuu THBHEIH TOKYMERT)
nayra kapmounan (5) 1230921 JIT-004564 JT-004564-291117,
2 893yn. om 02.09.2021 2. om29.11.2017 wm, Ao 1,23,
20 10.2024

Ynonsomoyennoe muno OKIT « ApmaBupckas Orodabpukay MOATBEPKIAET, UTO YKAZAHHDIE
JICKapPCTBEHHEIE CPENICTBA NPOH3BEACHE! B COOTBETCTBHY C TPeOOBANUAMH JIMIEHIKY Ha [IPOH3BOJI-
CTRO, PCrMCTPaLHOHHOrO nocke M [lpaBHn Hamnexameit TIPOH3BONCTBEHHOK [PAKTHKH, OpOIILIH
IIpoueNypy KOHTPOJIA KauecTsa, 3bDeKTHBHOCTH, GesonacHocTy, H MOTyT GBITE paspemensl OKIT
«ApMasupcras Guodabpukan k BEYCKY B cepy OOpaIIeRHs JIeKapCTBEHHBIX CPEACTB Ha TEppH-
fOpuH boecuitckoif Gexepanmu.
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KOMNHUT BEPHA



OKII «Apmasupckas buogabpurar, 352212, Poccua, Kpacuooapckuii kpaii Hoeoxybauckuil paiion,

n. Ilpozpecc yi. Meunukosa, 0. 11, men/ghaxc (86195) 2-12-11, e-mail: arm_bio@mail kuban.ru

IIponodon-BERAREpraa 3

Homep cepim: 1230921
Konuuecteo: 2893 ym. .
[IpeanpHaTHE — H3TOTORATENS!

AHAJMTHYECKHA ITACIIOPT Ne 123

oT «14» oxTAGpa 2021 roxa
JILCHA /1j15 BH

HBeRHOoro Beegennsn 10 mr/ma, 20 M aMn Ne

Jara usrotornenus; 02.09.2021 r.

OKII_ «ApMaBHpCKAs 6nodaaopﬂxa»

Ananu3s srimonyen o JIII-004564-291117, wav No 1, No 2, Ne 3

Cpok rogsocTH:

no 10,2024 r.

HaumenoBanue

—— TpebosannA HOPMATHBHO JOKYMEHTALHKH PesynbTaTel HCIBLITAHHHA
OMynscud Oenoro Wik moYTH 6eNoro LBeTa ¢ JISrKiM
o XapaxTepHEM 3araxoM. IIpH miHTeIEHOM OMynecHs G&JI0TO UBETA C JISTKAM
CTORHHH MOKeT Ha0monaThea nerkoe XapakTepHBIM 38I18X0M,
paccroerye, Heqesaloniee Iocle B3OANTLIBaHUS,
' BIXX
BpeMs yoepKHBaHKA OCHOBHOIC IIHKa Ha
HoumA"oCTS: XPOMATOTPAMME UCILITYEMOT'O PACTEOPA NOMKHO
- mponoton COOTRETCTBOBATE BPEMEHH Y/ICPHBAHHA OCHOBHOTO IoxTeepxacHa
TMKKA Ha XpOMaTOrpaMMe PacTBOpPa CTAHAAPTHOTO
obpasua nponodona
BIXX
Ha xpoMaTorpamide HCIBITYEMOTD PacTBOPa IOMKeH |
OPHCYTCTBOBATE ITHK, COOTBETCTBYIOLIKH [0 BpeMeHH .
- TCLWTHH ANTHBI I yaepKHBAHKA TMKY docdaThmUTXoIHH: Ha TonTeepskaeHa
(poctarnmurxonun) XPOMaTOIPamMMe PacTBOPa CTAHAAPTHSIX 06pPA3LIOB
mohochaTHIIXONHHA X GochaTHAMITXOTHHA
DX o
- TPATTHLIEPH/IEI Ha xpoMaTorpaMMe HCIBITYEMOT0 PACTBOPA HONKHE]
(TpHTIHUEPHIE! NPHCYTCTBOBATH ITHKH METHIOBEIX 3QHPOB KHUPHBIX
CpeTHeLRTIOTHEIe KHCJIOT: OKTaHOBOH (Kanpiiosol), HekaHoBOH Toxrsepsaena
H TpPHIrHLEPH B (xanpHHOBOI), MANTBEMUTHAOBOH,
COEBOTO Macna) CTeapHAOBOH, ONCHHOBON, THHONIEBOH ¥
' IMEQNEHOBOH, '
ot 6,0 1o 8,5
pH (I'® PP) (noTeHUHOMETPHYECKH) 7,30
Haenexaemslit o6nem He M&fiﬁ;ﬁ;};}g}mmm CootsercTByeT
He Goxee 1,0
IepexucHOE YHEND o Po) 0,072
Pacnpenenenve Memod ounamuneckozo pacceanun ceema (USP)
TI0 pa3MepaM JacTHLL
- cpefHHit pa3Mep - "He 6oyee 300 BM; 158,7
MacTHI
- IOJIHAKCIIEPCHOCTE - He Gonee 0,25. 0,103
Pazmep wacTHI Memoo Koynmepa (BP)
- YACTHLILI PA3MEPOM He Gomee 5000 wactuw B 1 M nmpenapara, 3350
2 MxM H Gonee pasBefeHHOTO0 KoHueHTparwu 0,01 %.
Mexauuveckre Muxpockonuueckuii (T® Pb)
BIUTIOMEEHA: - > 10 mKm - He Gonee 3000 B 1 ynaxoexe 48
- HEBHOMMBIE YaCTHLI! > 25 MM - He Gonee 300 B 1 yrakosxe 15
Ceofoarsie XHUpHEIE Homenynomempuyeckoe mumposanue (BP) e
)
KHCITOTBI He Bonee 7 Mmoo/,
BIXX
JTHSOE]JDCQ)&THHHDXDU@% He Gonee 0,20 % (Macca/o0bem). OA5%
Poaceensrbe R .
NpHMECH: v ) BOXX
- Np¥Mech B f« (D as O‘; - He Gonee 0,25 %, 0,16% .
- IpHMecs J - He 6onee 0,10 %. He o0ORapyxera
BaxTepuanbHbe K\ L ""-”f-r” / 2He Gonee 0,33 ED na | mMr nponodoia. sriss 0,33
IHESTOKCHUET N2 ) (D PD) ’
AnbMaTEHAS ‘oneﬂéﬁ@m [lgénapar nomxen GBITh HeTOKCHIHBIM. (1P PD) HeToKcHaHBIH
penapar ZoJDKeH OLITh CTepHTLHEIM, (70 PD) CTepHnbHEIH

Crépiinipdarh LAE 2> E T
: —



Konugecteennoe

oTIpesieNeHKe: . BIRX
) ot 5,50 1o 10,50 Mr/mn 9,90 mr/mn

- nponodon :
Io 20 mMn mpenapata b ammynbl u3 mpospazsoro | Ilo 20 mn mpemapata B ammynbl U3
BECLBETHONO CTEKIA 1-r0 THAPOMHTHYECKoro kiacea. | mpospayHoro GecuperHoro crexna l-ro
Ha KaxIyio aMIy.Ty HAKIeHBAIOT STHKeTKY ¥3 OyMary | rHAPONKTHHECKOTD Khacca C KpacHOH
od)ceTHOI YIyYIMeEHOIO KadecTBa, WIK STHKETKY € | TOHKOH H3IOME M HACce4KOH.
KNEEBEIM CIOEM WIH HMIIOPTHYIO. Ha ga¢ Tyt aMITyJy HakJeeHa STHKETKA ¢
Tlo 5 aMmmyn NOMEMAIOT B KOHTYPHYIO IUIACTHKOBYIO | KJISEBBIM CHOEM.
yNakoBKY (I0LI0K) H3 [UIEHKH NOMMBHHIUDUIOPHAHOY | 5 &MIyl IOMEIIEeHBl B KOHTYPHYIO
HIIH H3 TUIEHKH TIONMHATHIeHTe ped TanaTHol, [NACTHKOBYKO YNAKOBKY (MOANOH) 13
[lo | uaM 2 KOHTYPHbIE [UIACTHKOBBIE YOAKOBKH | IIEHKH  MOMMBHHMIXTOPHIHOMH. 1
(nogzoHa) ¢ aMmynaMK BMeCTe ¢ HHCTPYKUMeH [10 | KOHTYpHaA  IUIaCTHKOBAad  YMAKOBKA
NPHMEHEHWIO ¥ HOXOM  aMIyNHBIM  MIH | (MOAQOH) ¢  amnylaMy  BMECTE  ¢©
CKADHQMKATOPOM aEMIYJIBHEIM [IOMEMAIOT B NavKy | MHCTpYKIMeH o NpHUMEHEHMIO
HAX KOPOGK}’ M3 KapTOoHa JJIA ynaxoahmatma noMemeHa B [Ta4Ky H3 xap'mﬂa.
JNIEXaDCTBEHERIX CPeNCTB, WIH K3 KapToHa Ui | [PyrmoBsas YNAKOBKA M TPAHCINOPTHAX
noTpeGMTENLCKON  TapEl,  WIM  HMIIOPTHOIO, | Tapa B cootsetctsny ¢ TOCT 17768-90.
paspemeHHoro B PO,
[To 5 amryn BMecTe ¢ MHCTPYKLHEH MO MPUMEHEHHIO
H HOKOM aMIyIbHBIM K  CKApH(HKaTOpOM
aMIYABHBIM TNOMEIUAIOT B Na4Ky WIM KOpobKy ¢
pasfenuTentHoit peramkol MM uxcaropoM 43
KapTOHa UL yNaKOBbIBAHHA 1EKaPCTBEHHRIX CPE/ICTB,
WIH M3 KApTOHa JUIA NOTPeOMTENECKOH Taphl, MIH
HMIIOPTHOTO, Pa3pellleHHOTO K mphMeHenuo 5 PO,

Mpu #crmomp3oBaHMM amMuyl ¢ LBETHOH TOMKOH

H3N0OMa M HAaceyXOH WIH LBETHHIM KOJIBLOM H3NOMa
HOX AMIYJIBHBIH HIK CKapM(HKATOD aMITYIbHBIA He
BKNAJBIBAIOT.
ITo S0 Mn mpenapara BO (MIAKOHBI M3 MPO3PATHOTO
GecIBETHOrO cTeKAA 1-10 rIPONHTHIECKOr0 KITACea,

- yKynopensble npobkamMu ¥ obxarThle KONNavKaMK

«daBoput
Tpena»
@

KOMOHHHDOBaHHBIMH,

Ha kax/p1t pnakoy HAaKNEUBAIOT ITHKETKY K3 Oymaru
oceTHOY YIYWIDEHHOIO KA4eCTBA, WIH JTHKETKY ©
KJIEEBLIM CJI0eM, I HMIIOPTRYIO.

[Mo ! d¢nakoHy BMecTe ¢ HMHCTpYKUMeH mo
IPHMEHEHHIO, IEPAKATENEM ANt duiakoHa wid Ge3 Heéro
TIOMEIIAIOT B MAa4Ky M3 KAPTOHA IJIA YNaKOBhIBaHMA
HEKapCTBBHH]:lX CpencTs, HIH M3 KapTOHa i
norpefuTensckofi  Taphl,  WIM  HMIIOPTHOTO,
PaspelleHHOT0 K puMeReRHio B PO.

Ilo 5 wm 10 ¢nexkoHOB BMECTe C DaBHBIM

KONMIECTBOM  HMHCTPYKUMH IO IpMMEHEHHIO,
repwarenel ang GrakoHOB WK Ge3 HKX IOMEIIAloT B
kopofky C pasnenmTelbHOM  BCTaBKOH, WM

neperopoxoi, HIH PeIIeTKOH, HIM CenaparTopoM H3
KapToHa TodpMpOBAaHHOrO, WIH H3 KaproHa A
norpefHTENECKOH  TApBE, WM HMIIOPTHOTO,
pa3pemeHEOr0 K IPHMEHEHHIO B PO,
Yhaxogxa dna cmayuonapos

Ilo 10 ¢(nakoHOB BMECTE C DABHEIM KOIHYECTBOM
MHCTPYKUMA 10 NPHMEHEHHIO, JAcpxarench mna
dnakoHoB WMW Ge3 HUX NOMeWaloT B KOpoOKy ¢
paspenuTensHON BCTaBKOM, MM NBPeropoaxol, Wik

pemeTkol, WIH  cemapaTtopoM M3 KapTOHa
ro¢pHpoBAHHOTO,  MIH M3  KapToOHa WA
orpe0HTENECKON  Tapsl, 71507 HMIIOPTHOIO,

pEIIeHHOI0 K NpUMeHeHHI0 B PD.

[pynmosas ynakoBka H TpaHCHOOpTHai Tapa B
i coorBeTeTBiHH ¢ TOCT 17768-90,

ANOMHHHMEBEIMHE HIIM KONIMaYyKaMM aOMHHHEBLIMU
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KOS BEPHA.

/ Ha sTHKeTke aMmyNLU/hnakoKa YKA3RIBaIOT

TOBApHEIK 3HAK IOPAIMYECKOTO JMUA, HA HMA
KOTOPOTO BEUTAHO PETHCTPALIHOHHOE YAOCTOBEPEHKEE,
Ipoussoputens: GKII «Apmasnpekan Suopabpukay,
TOproBoe HAHMEHOBAHKE mpenapare,

Ha 3THxeTKe aMITyNsl YKas3aH:l:
TOBapHBIHK 3HAK IOPHAHIECKOIO JIHLE, HA
KM KOTOPOTO BEIZAHO PErHCTPALKOHHOE
ynoctopepexue, IIponssomurens: ®KII
«Apmasupckas 6Hopabpuka», TOProBoe




MeIyHapoliioe HelaTeHTOBARHOE HAHMEHOBAHHE,
NIeKapCTBEHAYIO thopmy, KOHUEHTpPaIHIo,
wHpopMmalIo 0 COCTaBE (conepwanne
nefferpyromero BemecTBa B 1 MN 3MyIeCHH H
nepedeHs BCINIOMOTATENbHBIX BemecTs),00heM B MII,
«Crepwnao», «He CONEPHKHT KOHCEDBAHTOBY,
«[lepen npmvenenueM e3banTematey, «XpaHuTh B
Ee[OCTYITHOM JUIA JeTel MECTe», YCNOBHA XPaHEHHS,
HOMep cepus, «['omen ao».

Ha mauke, 3THKeTKE KOPOOKH, ITHKETKH
KOpoOKH A/IA CTAllHOHApPOB YKaiblpalOT HA3BaHHe,
ampec, TenedoH, gake, AXPEC IMEKTPOHHON MOTTH! A
TOBAPHEIH 3HAK IOPHAHYECKOTO J[IHIA, Ha HMA
KOTOPOTO BEIIAHO PErHCTPALUMOHHOE YIOCTOBEpeRHe,

TTpoussomnrens: OKIT «Apmasupckad 6uodabprxan,

agpec TMPOW3BONMTENd, TOProOBOE HBRMEHOBAHHE

npenapara, MeHIOYHAPOOHOS HETTATCHTOBAHHOE
HafAMEHOBAHHAe, JIEKAapCTBEHHYIC dopmy,
KOHLIEHTPAIHIO, HHQOpMAIRDOo 0 cocTane

(comep)kaEMe [eWCTBYIOILEro BelecTsa B 1 M

HaNMeHOBaNHe Tpenapa
MeXTyRaponHoe HenaTeHTOBaH!
HAHMEHOBaHMe, JIEKaPCTBEHHAA (op.
KOHUEHTpaIMA, HHGOPMAIHST O COCTi
(conmeprxanue NeHCTBYIOMETO BEMIECTR
1 Mi 3MyHNRCHM M TepeMt
BCTIOMOTATENbLHELX BeecTB) 06beM B
«CTepHIEHOY, «He coznepx
KOHCGpPBAHTOBY, «Ileper nNpHMCHCHY
B30I TEIBATEY, «XpaHuTh
HENOCTYNHOM  [UIA  OeTeH  MecT
YCIOBMA  XPaHEHHA, HOMEp ‘cep:
«onen non. .

Ha mnauke yka3aHbl: Ha3BaH
aapec, Tenedor,  dakc, am
3MeKTPOHHOM TOUTEl W TOBAPHEIA 3t
FOPHAHTECKOTO JTHLE, Ha MMA KOTOD(
BEIIAHO PErHCTPAIHORE
yRocToBeperye, [IpoussomuTens: @)
«ApmaBHpckas Orogalpukan, an

SMYILCHHE W TEpedeHb BCMOMOTATENbHEIX BEIECTB), | MPOHIBOJNTEIA, TOpTOl
MapxHponka ofbeM B MJI, KOJMHECTBO  aMmIy//QnakoHOB, | HAWMEHOBANHE Tpenapa
«CrepminHo», «He CONEPXHT KOHCEPBAHTOBY, | MeMLyHapoIHoe HeTaTeHTOBaH!
«TIpHMeHATE HO HA3HAYeHMIO Bpaday, «XpaHHTL B | HAHMEHOBaHHe, NekapcTheHHan ¢op
HeNOCTYIHOM  mIa  fAeTedf  mecten, «Jlepen | KOHUEHTPALMs, MHBOPMAIMAL O COCT:
TIPHMCHCHHCM B30aNTLIBATEY, «IMYAECHIO | (coxepkaHye NeHCTEYIOMEro BEmMeCTs
MCTIONL3OBAT: TONLKO B TOM CMydae, ecTH mocne | 1 M BDMYmBCHE W Mepede
pibanTeiBaus  OHa  OFHOpomHa»,  «Cnocof | BerioMOrareNbHLIX BEIIECTB) 00beM B 1
TIPAMEHERHA - CMOTPH LPHIOKEHHYH WHCTDYKUMIO | KOMMYOCTBO aMImyn, «CTepHiIBHOM, «
[0 NPUMEHSHMIO», YC/IOBHA XpaHeHWs, HOMEP | COLePHAT KOHCepBaHTOBY, «IlpuMer
PeTHCTPALHOHHONO YACCTOBePCHHA, HOMEP CEPHH, | N0 HA3HAYeNHIO Bpayan, «XpaHHTL
CPOK MOAHOCTH, MTPHX-KOZL. HeNOCTYNHOM A neTel Mectey, «Ilep
Ha TIayKe, 3THKETKE KopoOKH | mpAMereeM B30arTeBAT
JOIOTHKTENEHO YKashIBAIOT YCIOBHA OTITYCKA. «IMYNBCHIO HCTONB30BATE TONLKO B T
~ Ha atHkeTke KkOpOGKH IR CTAmHORApOB | CTydae, eclIH rocnme B3GanTRIBAHUA ¢
JOIONHKTENBHO YKas3hIBaroT «JIN4 cTaLHORApOBY, oxHopoxray, «Crocol TNpHMeHeHHA
z Homep cepii H CPOK FOZHOCTH AOMYCKAETCA | CMOTPH MPHIOKEHHYI0 HHCTPYKIHIO
HAHOCHTL Ha TIa4Ky METOMOM THCHEHHS WIM MedaTH, | MPUMEHEHMIO®, YCNOBHA  XPaHem.
WIH B BHIE CAMOKIEAIIEracs CTHKEPR. HOMep PEerHCTPalMOHHE
Ha magky [AOMONHHTENLHO MONYCKAETCHA | YAOCTOBEpEHMd, HOMEpP CepHH, Cf
HaHeceHHe  CpejcTs MUeRTHOMKALSH  ANd | TORHOCTH, INTPHX-KOL.
MOHHMTODHHIA JIBIDKEHWS NeKapcTBEHHBIX cpencts | Ha nauke JOMOSHATENBHO Yykasa
METOJIOM TIleyaTH WIM B BHAE CcaMOKJIeAmerocs | YCIOBHS OTITYCKa.
CTHKepa. - Ha madky IOMONHTEENBHO HaHece
HoMep cepyH H CPOK MOXHOCTH NOMYCKAETCH | CPEACTBO _HAeHTRQMKALHH I
HAaHOCHTE HA 3THKOTKY KOPOOKM, STHKeTKY KOpPOOKM | MOEMTODFHIa MBHKEHHA JEKApCTBOHH
IUIA CTAUMOHAPOR METOAOM THCHEHMN WIH IEYaTH, | CPEJICTB METOLOM NEYATH.
WIH Ha KopoOKy B BHIE CaMOKIIEAIMErocs CTHKepa.
Ha kopoQky JHONOTHHTENEHO JONYCKAeTs
HaHeCceHue CpencTs HOSHTHOHKAIME  ONK '
MOHHTODHHIEZ [ABHMXEHHA JIEKAPCTBEHHBIX CPERCTB
MeToAOM TeSaTH HIH B BHOE CAMOKIESMETocsA
CTHKEpA."
Xpanense B 3amvimeHHOM OT CBETa MECTe IPH TEMIIEPaType He Cootsetcrayer
) peite 25°C. He 3aMopakHBATD.
Cpok ronkoctH 3 rona. COOTBETCTBYET
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E.H. [ems

. DKM _
ApmMaenpckas Buodadpuka




