
BONAIJK

OT/IE.JI KOHTPO.JI KAIECTBA

CEPTIDKAT AHAJI3A

HAMEHOBAHE: JI3oóakr@ ra6.1eTKH LIA accaCL1Ban1
HOMEP CEP: 4097
COOTBeTCTB 'eT HOPMaTBH0M' OK''MeH 1-231224
IIpo13BoTeI cyöCTaH JI3oMa rnpoxopya: Bayxay )HTx0Ben
B.B., Hu/ep.1an/.
Apee npon3oerenoií naoaun: Aakstraat 14, Raalte, 8102HH, Netherlands
Hoep cepnu: 25D04
Ipon3BoTe cyöcTaHu npoKeHa rpoxopa: I39Hen T9He
DapMac1oTKa.I Ko.JIr., Kuraií
Apee npon3oerenoií nroau: Lean Jiang Industrial Zone, Leping County,
Jiangxi Province, China
Hoer cernuu: PH24044001C

N» HaMenoanue TpeóoBaHa K KaecTBy n1O Pe3y1TaT a1a13a
n/n II0Ka3aTeI KaIeCTBa IIO HOpMaTHBHOMy IOKyMeHTy

HOpMaTHBHOMy JIOKyMeHTy JIII-N(004756)-(Pr-RU)-231224
1 Onucanue Kpyrnre TaóneTK OT 6en1Oro JO IOIT

6en1oro uBeTa c nIOcKOí rnIaKOí
IIOBepXHOCTBIO, HeIOBpKJICHHBIMH COOTBeTCTByeT
KpaM pa31eJITeJILHO pcKOí Ha
On1HO CTOpOHe.

2 IrenrupuKaus
JI3oMa r1pox1Op IlonIHHocT IOITBepJ1aeTC B TOM COOTBeTCTByeT

CJTyYae, eCJI CHILTyeM pacTBOp
CHIeHbHIeCKH JI3MpyeT KIeTOIHIe
TeHK 6aKTepí Micrococcus
lysodeikticus.

Ip/oKcHHa r1pox1op BpeM9 y/IepKHBaHA OCHOBHOrO nKa Ha COOTBeTCTByeT
xpoMaTOrpaMMe CnTyeMOro pacTBOpa
JOJIKHO COOTBeTCTBOBaT BpeMeH
yJIepKHDaIIH IKa HIpHIIOKCHHa
FJIpOX1Opa Ha XpOMaTOrpaMMe
cTaHapTHOrO pa€TBOpa HpHJIOKCHHa
FHJIpOX1Op1a.

3 OJIHOpOJIHOCT1 MaCCL CpenH9a Macca:
200,0 Mr ± 5%(or 190 Mr Jo 210 Mr) 200,0 Mr
HHByaJHIe MaCCB.
18/20 ra61erox ± 7,5% CooTBeTcTByeT
2/20 raón1erox ± 15% COOTBeTCTByeT

4 Po/IeTBeHHLIe IIpMMeC EIHHIHa IIpHMeCL - He 60/1ee 0,2% <0,05 %
CyMMa npHMeceí He 60/1ee 0,5% <0,05 %

5 MuKpoöo.1orIecKa O61tee 4cn1o a3po6HIx
·IcToTa MKpOOpTaHH3MOB-

ne 6o/ee IO? KOE l r. IlepecKí recT



O611lee ICJI0 JIp0KKeBBIX IJIeCHeBLIX

rpóoB - He 601ee I0- KOE B I r.
OreyrcTBe Escherichia coli B I r.

6 OJ1Op0HO€TL JI3oMa rp0XI0pH1

[103Mp0BaHHLLX IlupoKcHa F1pox/op

e/IHI n=I0, AV LI IleponecKí recr

JI3OMa rpox1op n=30, AV_ LI, Bce 3HaeH9 x,

IIpoKCHHa THIp0XI0pHII yJ0BJIeTB0p9HOT HepaBeHCTBy

IM-x,[<0,01·L2·M

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

7 Ko.IeTeHHoe

ope/eIeHe 20,00 Mr ± 10% (or 18,00 Mr 0 22,00

JI3oMa rpox1op MT) JI30IHMa FIpOXJIOpMJ1a/Ta6n1. 19,99 Mr

IupoKcHa r1pox/op 10,00 Mr ± 10%(or 9,00 Mr Jo 11,00 Mr)

IpI0KCHHa FHIpOXIOpMa/Ta6nI. 9,81 Mr

8 naKoBKa Ilo I0 ra61eTOK B 61cTep 13 Ilo I0 ra61eTOK B 61cTep 3

II0JIBHHJIXJI0pHJIa H aJIHOMHeBOÍ II0JIBHHHIXJI0pHJ1a H aJIHOMHeBO

bon1r. bon1rH.

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

IO IIpHMeHeHHO II0MeIa1OT B nI0 IIpMeHeHHO II0MeIIICHLI B

KapT0HHVHO IaIKV. KapTOHHVHO naIKV.

9 MapKp0ka Ha61crepe Ha pycc10M 13LIKe Ha 6ncrepe Ha pyccKOM 931IKe

Ka3LIBa1OT; yKa3aH0:

Topr0B0e Ha3BaHe npenapaTa C Topr0B0e Ha3BaHe npenapaTa C

nIpe/ynpeTenHIM 3HaKoM B; nIpe/yIpeJTeJIBHLIM 3HaK0M B;
neKapcTBeHHyHO ]OpMy; IeKapcTBeHHa bopMa;

TpynpoB04Hoe HaMeH0BaHe; TpynpoBoHoe HaMeH0BaHe;

I03Mp0BKy npenapaTa; KOJIeCTB0 J103Mp0BKa npenapaTa; K0IeCTB0

Ta6nIeTOK B 6cTepe; H0Mep Cep; 1aTy Ta61eTOK B 6n1cTepe; H0Mep Cep;

cTeeH cp0Ka r0nIH0cT (Tonen no:); naTa CTeIeH CpOKa T0JIH0CT

n1oroTn bHpML-n1pOH3BOJTe1 (Ha (Foe no); nororun bpMt-

J1aTHe). n1po3B0/Ten19 (Ha JIaTHLe).

Ha_rapronoii_nagte Ha pycKO _3LIKe Ha KapronHoí nauKe Ha pyccKoM

yKa3LIBa1OT; 9311Ke yKa3aH0:

Topr0B0e Ha3BaHe npenapaTa C T0pr0B0e Ha3Bane npenapaTa C

nIpeIyIIpeJITeIHLIM 3HaK0M B; npe/ynpeuTenHIM 3HaKOM @;
JeKapcTBeHHyHO pOpMy; FpyIIp0B0IH0e JIeKapcTBeHHa bopMa;

Ha3BaHe; J03p0BKy npenapaTa; TpyIp0Bo4Hoe Ha3Bane;

KOJIIeCTB0 Ta6JIeTOK B ynaK0BKe; C0CTaB I103p0BKa npenapaTa; K0JIIeCTB0

Ha I Ta6neTKy C yKa3aHeM K0JIIeCTBa Ta6n1eTOK B ynaK0BKe; cocTaB Ha I
JeícTByIOIIIHX BeIIIeCTB IepeIHeM Ta6JeTKy C yKa3aHeM K0JIIeCTBa

BCIIOM0raTeIBHLIX BeIIeCTB; yCJ10BH pecTByIOIIIHX BeIeCTB nepeIHeM

XpaHeH9; ye1oB9 oTnycKa; BCHI0M0TaTeJILHIX BeIIeCTB;

percTpaoHHí HoMep; HoMep cep; yCJ10BA XpaHeHHI; yCJ10BA

JaTy nIp03B0J1TBa; JaTy HTeIeH oTIyCKa; perTpaOHHtí HoMep;

Cp0Ka T0JIH0CT (FOIeH O:); Ha3BaHe, H0Mep Cep; aTa nIpOH3B0JICTBa;

a/Ipec H JI0r0TI (Ha JIaTHe) n1aTa CTeIeH Cp0Ka F0JIH0CTH

JIepKaTe.JI peTCTpaLHOHH0r0 (rOJeH JO:); Ha3Bane, a/IpeC

yI0CT0BepeH; ITpMX-Kon (EAN JI0T0TII (Ha JIaTHLIe) JIepKaTe.JI9

CODE): «[1A 1e«eH 3a601eBaní pereTpaoHHoro yJOT0BepeHA;

r0pn1a»; «3+»; «AHTcenITIeCKOe ITpx-Kon (EAN CODE); «JI

cpencrB0»; «IIpMeH9eTc9 J1 JIeIeH JIeYeH9 3a601eBaHí r0p1a»; «3+»;

HbeKIHOHHO-BOCIIaJITeJIBHIX «AHTCeIITHeCKOe CpeICTB0»;

3a601eaHí nonocT pTa r0pn1a. «IIpMeH9eT9 JI JIeIeH9

OKa3BaeT np9M0e BO3eíCTBe Ha HbeKIIHOHHO-BOCIaJITeJIBHBIX

TpaMII0JI0KTeJILHLIe H 3a601eBaHí non1OCT pTa rop1a.

rpaM0TpaTeJILHLe 6aKTepHH, a TaKKe OKa3BaeT IIpIM0e BO3JeíCTBe Ha

TpMóI BMpyCL. TpaMI0JIOKHTeJILHLIe

CnOcOöCTByeT BOCCTaH0BIeHHHO rpaMoTpaTeILHe 6aKTep, a

nOBpeIeHHOí CI3HcTOí O60/104K TaKKe TpHöBI BpyCL.

n0JI0CT DTa.



Pa3peieH K IIpHMeHeHIO:

- y nereí c 3-x n1eT

- y B3pOcnIX

- BIepOJI ÖepeMeHHOCT KOpMIeHH9

Tpy/1L1O.»Y;

IIpeyIIpeIHTeJIHLe Hanc: «XpaHT

B HeJIOCTyIIHOM JI JeTe MeCTe»,

«CnocOó IpHMeHeHu9 MepLl

nIpeJ1OCTOpOKHOCTH: CM. HCTpyKIIHHO

BHyTpH yI1aKOBKHY; JIy6JIpOBaHHe Ha

aHrnícKOM 93LKe TOpFOBOe Ha3BaHe

npenapaTa c npeyIpe/Ten1HIM

3HaKOM B, TpyIIIIHpOBOIHOe Ha3BaHe,

«JI9 J1e4eH9 3a601eBaHuí ropna»:

Lysobact®, lysozyme + pyridoxine,

«FOR THROAT DISEASES

TREATMENT»; T0pr0Boe Ha3Bane

npenapara penebHo-Toe4HIM

IpMbToM Bpaií; TexHecKe

0603HaeHn1pOM3BOJTeI: papMaKOIL,

KO1 SAP (Hen1on3y1ore9 pp1

n1aTHa), J1OrOTn TnOrpab1

(BKIHOaeT naTHy).

B cnyYae HaHeCeHA CpeJICTB

IeHTbKaIIHH JI MOHTOpHra

JBKeH JIeKapcTBeHHOrO npenapaTa

JIA MeJIHIIHHCKOFO IIpHMeHeHA Ha

KapToHHOí

yKa3Ba1OT:

JIByXMepHLÍ IIITpHXOBOí KOJI, CepMíHtí

HOMep BTOpIHOí (noTpeörencKoí)

ynaKoBK (C.H.), Kon GTIN.

Ha KapToHHoií nauKe c HaHeCeHH1IM

Cpe/cTBOM HeHTbKaIIHH J1IA

MOHTOpHHTa JIBKeHA JOIOJIHTeJILHO

nIpHCyTCTByeT CTHKep K0HTpOJI BCKpLT9

3 nIpO3pa4HOí IIeHKH.

na4Ke JOIIOJIHTeJILHO

CnOCOöCTByeT BOCCTaHOBIeHIO

nOBpeKJeHHO CII3CTOí O60/104K

no1OCT pTa.

Pa3peIeH K npMeHeHIO:

- y nereí c 3-x 1eT

- y B3pOCJIX

- B nepOJ 6epeMeHHOCT

KOpMJIeH TpJ1LIO.»;

nIpeIyIIpeJITeJIHLIe HaIIICH.

«XpaHT B HeJOCTyIIHOMI JeTeií

MecTe», «Cnocoó IpMeHeHg

MepI IIpeJIOCTOpOKHOCT: CM.

HCTpyKIMHO BHyTpH ynaKOBK»;

J1y6JIpOBaHHLe Ha aHTJIíCKOM

93L1Ke TOprOBOe Ha3BaHe npenapaTa

c npeynpe/TenHIM 3HaKOM @,
TpyIIIpOBOIHOe Ha3BaHe,

«J1A Je4eH9 3a6o1eBaHí ropn1a»:

Lysobact®, lysozyme + pyridoxine,

«FOR THROAT DISEASES

TREATMENT»; T0pr0Boe Ha3Bane

npenapara pene]Ho-TO4e4HM

Ip]TOM Bpaí; TexHecke

0603Ha4eH IpOH3BOJIHTeJ1A:

bapMaKon, KOJI SAP, noroT

TnOrpa], [ByXMepHLí

ITpHXOBO KO, cepMHí HOMep

BTOp«HO (nOTpeöTenILcKOí)

ynaKOBK (C.H.), Kon GTIN.

Ha KapToHHo nauKe HaHeceHHIM

Cpe/eTBOM IeHTbKaLIHH J1IA

MOHT0pHra

pMcyTCTByeT

JIBKeH9

CTKep KOHTp0JI

BCKpLITH 3 npO3paHoí IeHK.

10 Xpanenue IIp reMneparype He Bure 25 °C. COOTBeTCTByeT

11 CpoK ro/ocr 5 n1er COOTBeTCTByeT

Ha npO3BO€TBe HCIIBITaHe BLIIOJIHIeTC9 IepHOJIIeCK: He MeHee IeM JI OJIHO cep npenapaTa

O/IHH pa3 B TOJI.

cnITaHe Ha OJIHOpOIIHOCTB JO3HpOBaHHBIX €JHHIL IA JI3OIIMa TpOXJIOpIa H IIpHIIOKCHHa

TIpOXJIOpM1a IIpOBOJITC9 nIpOH3BOJITeJIeM Ha IpOH3BOJICTBeHHOí IIIOIIaJIKe KaK MHMyM JI9 On1HOí

cep OH pa3 B TOI JI IpH 3MeHeH yCJIOBí IpOH3BO1CTBa.

Jara npo+3BoncTBa: 10 25

Toen JO: 10 30

Jara anar3a: 18.11.2025

CIIEIHA

Joxrop pap

AIECTBA


