
BO5NALIJK

OT/IE.JI KOHTPO.JI KAIECTBA

CEPTDKAT AHA.JI3A

HAMEHOBAHE: JI3oóaKr@ raó.1eTKH III acac11ana
HOMEP CEP: 4017
COOTBeTCTBeT HOI MaTHBH0M' I10K'MeH 1-231224
IIpo3BouTen cyöcTaHu JI3oMa rIp0XI0pa: Bayxayc HTxoBeH
B.B.,Hepa.
Apee npon3oerenoií nonaun: Aakstraat 14, Raalte, 8102HH, Netherlands
Hoep cep: 25D04
Ipo3oTe CyöCTaHIH IIpHJ0KCHHa THp0XI0pa: I39Hcn THe,
DapMacoruKaa Ko.JIrn., Kuraií
AIpee Ipo13Boerenoí noakn: Lean Jiang Industrial Zone, Leping County,
Jiangxi Province, China
Hoel ceu: PH24044001C

N» HauMeoanue Tpeö0Banus K KarecTBy nIO Pe3y1TaT ana3a
n/n nOKa3aTe1 KaIeCTBa n1O HOpMaTHBHOMy JIOKyMeHTy

HOpMaTBHOMy JIOKyMeHTy JIII-N(004756)-(PI-RU)-231224
1 Oncane Kpynue TaóneTK OT 6en1Or0 JO I1OIT

6en1oro BeTa c nIOcKO r1aJKO
IOBepXHOCTBIO, HeIIOBpeKJICHHLIMH COOTBeTCTByeT
KpaM pa31eJITeJILHOè pHcKOí Ha
on1HO cTOpOHe.

2 IenTbKa
JI3oMa THIpOXJIOpI Io/IHHocT IOIITBepKIaeTCY B TOM CooTBeTcTByeT

cJyuae, eCnI CILTyeMí pacTBOp
CneHbHIeCK JI3HpyeT KJIeTOIHLIe
cTeHK 6aKTepí Micrococcus
lysodeikticus.

Ip1OKcHa rIpOXIOpHI BpeMg yJIepKBaHA OCHOBHOrO nKa Ha COOTBeTCTByeT
xpoMaTorpaMMe CnTyeMOro paTBopa
J1OJIKHO COOTBeTCTBOBaTL BpeMeH
yIIepKHBaHA IIKa IIpHJIOKCHHa
TIpOX1Op1a Ha XpOMaTOrpaMMe
cTaHapTHOrO pa€TBOpa IHpHJIOKCHa
TIpOXJIOpH1a.

3 OHHOpo/ocr MACCL CpenHs Macca:
200,0 Mr ± 5%(or 190 Mr Jo 210 Mr) 200,1 Mr
HnByaHIe MaCCL.
18/20 raó1erok ± 7,5 % CooTBeTCTByeT
2/20 raó1erox ± 15% COOTBeTTByeT

4 Po/crBenue npuMec EIHHa npMect - He 601ee 0,2% <0,05 %
CyMMa npMeceí He 6on1ee 0,5% <0,05 %

5 Mukpoóuo.rorecKaa O6tee 4c10 a9po6HIx
uucrora MHKpOOpraH3MOB-

ne 6on1ee I0° KOE B 1 r. IlepouvecKí recT~ -



O6uIee IcJo JpOKKeBLIX H III€CHeBLIX

rp16OB - He 6on1ee I0- KOE B I r.

OrcvrerBe Escherichia coli B I r.
6 O/IHOp0/HOcTL JI3oMa Fpox/op

[1O3HpOBaHHLLX IlupoKca rnpox/op

e/IHI n=I0, AV< LI IleponuecKí TecT

JI3OMa rpox/op n=30, AV LI, Bce 3Haven x

IlupoKcHa rpox/op yJOBIeTBOp9HOT HepaBeHCTBy

IM-x[<0,01·L2·M

LI = 15,0%; L2 = 25,0%

7 Ko.IeeTeHHoe

on1pene1ene 20,00 Mr ± 10% (or 18,00 Mr Jo 22,00

JI3OMa rpox1op MT) JI3OIIHMa TIpOX1Op1a/Ta6n1. 20,03 Mr

IlupoKcHa r1pox1op 10,00 Mr ± 10% (or 9,00 Mr o I1,00 Mr)

IDIOKCHHa TIpOX1Op1a/Ta6JI. 9,68 Mr

8 naKOBKa Ilo I0 raó1eTOK B 61cTep 13 Ilo I0 raón1eTOK B 61cTep 13

IIOJIBHJIXIOpHJa H aJIHOMHHeBOñ IIOJIBHJIXJIOpHJIa H aJIHOMHHeBOjí

bon1r. bon1r.

I n3 6n1crepa BMecTe c HcTpyKeí 3 6n1crepa BMecTe c HcTpyKeè

IO IIpHMeHeHHO IIOMea1OT B IO nIpMeHeHIO IIOMeIIIeHI B

KapTOHHVHO naIKV. KaDTOHHVHO naKV.

9 MapKnpoBka Ha61crepe Ha pyccKOM _3LIKe Ha 6n1crepe Ha pyccKOM 93LKe

yKa3LBa1OT; yKa3aHO:

TOprOBOe Ha3Bane npenapaTa C TOprOBOe Ha3BaHe npenapaTa C

IpeJyIIpeHTeJILHLM 3HaKOM @; nIpeIyIIpeIHTeIBHLIM 3HaKOM B;
J1eKapcTBeHHyHO pOpMy; IeKapcTBeHHa bopMa;

TDyIIIpOBOIHOe HaHMeHOBaHHe; TDyIIpOBOIHOe HaHMeHOBaHe;

11O3pOBKy npenapaTa; KOJIIeCTBO J103Mp0BKa npenapaTa; KOJIIeCTBO

Ta61eTOK B 6n1crepe; HOMep cep; aTy Ta61eTOK B 6/1cTepe; HOMep Cep;

cTeeH cpOKa rOIHOCT (Tonen Jo:); JaTa CTeIeH CpOKa TOJIHOCT

n1orOTn bHpMLI-IIpOH3BOTeJI (Ha (Tonen o); Jororn bpM1-

n1aTHe). nIpOH3BOJIHTe1 (Ha JIaTHe).

Ha_Kapronoií_nagte Ha pycKOM _93LIKe Ha KapronHoí naKe na pyccKoM

Ka3L1Ba1OT; 31Ke yKa3aHO:

TOprOBOe Ha3BaHe npenapaTa C TOprOBOe Ha3BaHe npenapaTa C

nIpeJyIpeTenHIM 3HaKOM @; nIpe/ype/TenHIM 3HaKOM B;
J1eKapcTBeHHyIO bOpMy; FpynnpoBouHoe nIeKapcTBeHHa bopMa;

Ha3BaHe; JO3HpOBKy npenapaTa; TpyIpoBOuHoe Ha3BaHe;

KOJIIeCTBO Ta6JIeTOK B yI1aKOBKe; COCTaB JO3HpOBKa npenapaTa; KOIYeCTBO

Ha I Ta6nIeTKy C yKa3aHeM KOJIIeCTBa Ta61eToK B ynaKOBKe; cocTaB Ha I
JeiícTByBOIIHX BeIeCTB IepeIHeM Ta6JeTKy yKa3aHeM KOJIIeCTBa

BCIIOMOTaTeJILHLIX BeIIIeCTB; yC1OBA JeicTByHOIIIMX BeIeCTB IepeIHeM

XpaHeH; yCJ1OB oTycKa; BCIIOMOTaTeILHLIX BeIIIeCTB;

pereTpaoHHí HoMep; HOMep cep; yCJ1OBA XpaHeHA; yCJ1OB9

naTy npO3BOJ1CTBa; JIaTy CTeIeH OTIycKa; pereTpaoHHrí HoMep;

CpoKa TOJIHOCT (TOJIeH JO:); Ha3BaHe, HOMep cep; aTa nIpO3BOJCTBa;

apee 1OrOTn (Ha JIaTHe) J1aTa HCTeIeH CpOKa TOJIHOCT

JIepKaTeJI peTHCTpaIIOHHOFO (roneH O:); Ha3BaHe, apeC

yJOCTOBepeH; ITpHX-KOnI (EAN JIOTOTII (Ha JIaTHe) IepKaTeJ19

CODE): «/1 JeeHs 3a6on1eBaní pereTpaHoHHoro yOCTOBepeHH;

ropn1a»; «3+»; «AHTenITIeCKOe ITpx-Kon1 (EAN CODE); «J1

pencrBO»; «IIpMeH9eTc9 JUI JI1eIeHA JIeIeH 3a60/1eBaH rop1a»; «3+»;

HbeKIHOHHO-BOCHIaITeJIBHLIX «AHTCeIITIeCKOe CpeJICTBO»;

3a6o1eBaHí nonocT pra ropna. «IIpMeH9eTc9 J11 JIeYeH9

OK3BaeT nIpIMOe BO3IeíCTBe Ha HbeKLIHOHHO-BOCIaJITeJIBHLIX

TpaMIOJIOKHTeJIBHBIe 3a601eaHí nonocT pTa ropa.

rpaMOTpHaTeJIHLe 6aKTep, a TaKKe OKa3BaeT Ip9MOe BO3JeCTBe Ha

TpóI BpyCB. TpaMIOJIOKHTeJILHLIe H

CnOCOöCTByeT BOCCTaHOBJIeHIO TpaMOTpLaTeJIHLe 6aKTep, a

IOBpeKJIeHHOí CII3CTOí O60/104K TaKKe TpöLI BHpyCBI.

non1ocT pTa.



Pa3peIeH K IpHMCHCHIIO:

- y nereií c 3-x J1eT

- y B3pOCJ1IX

- B nepHOI ÓepeMeHHOCT I KOpMJIeH9

Tpy/1U1O.»;

nIpeyIIpeHTeJILHLe Hanc: «XpaHT

B HeJOCTyIIHOM JI JeTeí MeCTe»,

«CnocOó npMeHeH9 u MepLl

nIpeJIOCTOpOKHOCT: CM. HHCTpyKLIHIO

BHyTpH yI1aKOBKIY; JIy6IpOBaHHLe Ha

aHrnícKoM 93L1Ke TOprOBOe Ha3BaHe

npenapara c npe/ynpe/Te1HIM

3HaKOM B, TpyIIIIpOBOIHOe Ha3BaHe,

«J19 Je4eH9 3a6on1eBaHí rop1a»:

Lysobact®, lysozyme + pyridoxine,

«FOR THROAT DISEASES

TREATMENT»; T0pr0Boe Ha3Bane

npenapara penebHo-Tove4HIM

IpTOM Bpaií9; TexHIecKe

0603Ha{eHA npOM3BOJTe: papMaKOL,

KOn1 SAP (1en013y1oTc bp
n1aTHa), JIOrOTn Tnorpab

(BKIHOaeT JIaTHy).

B cyae HaHeCeHA CpeJICTB

IIeHTbHKaLIHH JI MOHTOpHHra

JBKeH JIeKapTBeHHOrO npenapaTa

JI Me[IHHHCKOTO IpHMeHeH Ha

KapTOHHOí na4Ke JOIOJIHTeJIBHO

yKa3LBaHOT:

JByXMepH ITpHXOBOí KO, cepíH

HOMep BTOpIHOí (I1OTpeöTencKOí)

ynaKoBK (C.H.), Kon GTIN.

Ha KapToHHoií nauKe c HaHeCeHHIM

CpeneTBOM eHTbHKaIIHH JI

MOHTOpHHTa JIBHKCHI JIOIOJIHTeJILHO

nIpHCyTCTByeT CTKep KOHTpOJI BCKpLIT

3 np03pa4Hoí neHK.

CnOCOöCTByCT BOCCTaHOBJICH1O

OBpeKJeHHOH CI3CTOí O6O/IO4KH

non1ocT pTa.

Pa3peIeH K HIpHMeHeHHO:

- y nereíc 3-x 1eT

- y B3pOCJIIX

- BIIepOn ÓepeMeHHOCT

KOpMJIeHA TpyJ11O.»;

nIpe/IyIIpeJTeJIHBIe HaIIIC:

«XpaHT B HeJOCTyIIHOM JI 1eTeñí

MecTe», «CHOCO6 IIpHMeHeHA

MepBI IIpeJOCTOpOKHOCTH: CM.

HCTpyKLIMKO BHyTpM yI1aKOBK»;

JIy6IpOBaHHLe Ha aHIJIíCKOM

931Ke TOprOBOe Ha3BaHe npenapaTa

npeJynIpe/TeJILHLM 3HaKOM B,
TpyIpoBouHoe Ha3BaHe,

«/I JeueH 3a6on1eBaHí rop.n1a»:

Lysobact®, lysozyme+ pyridoxine,

«FOR THROAT DISEASES

TREATMENT»; T0pr0Boe Ha3Bane

npenapaTa penebHo-Toe4HIM

IpM]TOM Bpaí; TexHeCKe

O603Ha4eH np0H3BOJITeJ1A.

bapMaKOn, KO1 SAP, norOTI

TnOrpa], [ByXMepHLí

IITpMXOBOí KOII, cepíHí HOMep

BTOpuHOí (nOTpe6Ten1cKOi)

ynaKoBKn (C.H.), Kon GTIN.

Ha KapToHHoí nauKe HaHeeHHIM

CpeneTBOM IeHTbHKaIIHH JI

M0HHTOpHHTa JBHKCH

npHCyTCTByeT CTKep KOHTp0JI9

BCKpBITHA 3 npO3pa4Hoí IeHK.

10

11
Xpanenue
CpoK rOJHOCTH

Ip reMnepaType He Bue 25 °C. COOTBeTCTByeT

5J1eT COOTeTTByeT

Ha npo3BOJICTBe HCHILTaHe BBIIIOJIHeTC IepHOJIHIeCK. He MeHee IeM JI OIHO cep npenapaTa

OJ1HH pa3 B T0I.

nITaHe Ha O/IHOpOIHOCTB J103Hp0BaHHLIX JHHLI JI3OHMa TIIpOXJI0DHIa H IIpHIIOKCHHa

THIpOXJ0pM1a IIpOB0JITC IIpOH3BOJITeJIeM Ha I1pO3BOJICTBeHHOí ILIOIIIaJIKe KaK MHHHMyM J1IA OIHOí

Cep O/IH pa3 B FOJI JI IIpH 3MeHeH yCJIOBí IIpOH3B0JICTBa.

Jara npo+3Bo/TBa: 10 25

To1en IO: 10 30

Jara anan3a: 10.11.2025

·­
'a

CIIEIHAI KAIECTBA

JIap
Joxrop pap ,


