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OO6mecTBO ¢ OrPAHHYEHHOI 0TBETCTBEHHOCThIO
"Toprossiii Jom " leasma"
(000 "T/J "Meanma'')
duzuko-xumudeckas gadoparopus (®XJI)
IOpuaunueckuii agpec: 142290, POCCHUA, MOCKOBCKAS OBJIACTL, CEPITYXOB T,
I IYLLUMHO, YJI TPY30BAJI, [I. 8, IOMEILIL, 14
AJIpec MecTa oCyLIeCTBIeH s fesTenbhocTr: 142290, POCCHA,
Mockosckas 0601, [Tymtito T, [py3osas yi1, nom 8, Ne 3.0, No 3.4, Ne 3.5, Ne 3.6, Ne 3.7/a,
Ne 3.7/6, Ne 3.8, Ne 3.9, Ne 3.10, Ne 3.11, Ne 3.12, Ne 3.13, Ne 3.14, Ne 3.17, Ne3.18, Ne 3.15,
Ne 3.16, Ne 2.20, Ne 2,22, Ne 2.23, Ne 2.24, Ne 2.25, Ne 2.26, Ne 2.27, Ne 3.3, Ne2.21
TenedoH: 8(495) 968-22-47, e-mail: td-delma@mail.ru
VHHKANBHBIA HOMEp 3anucH 00 akKpeAWTalHu B peecTpe

aKKPeJAPTOBTHIER JIMLL RA.RU.21HP36

ey

"L\ YTBEPKIAIO

MPOTOKOJI UCITBITAHUI Ne 21110625835 ot 11 mionsn 2025 r.

Ceesennsi 06 000pyA0BAHHH

CruleTeIbCTRO 0 MoBepke/ATTecTaT/
CeprudukaT 0 KanubpoBke,
Cpok aeiicTBHA TOKYMEHTA

HaumenoBanue 000pyR0BaHHS,
3aBoJcKoii HoMep

MMosinoe HauMeHOBaHHe 00pa3ua
(npo6e1) npoaykumi'

Haiiz® [lnioc, reb s HapyKHOTO npumeHerns, 0.25 mr/r+50 mr/r+100 mr/r+10 Mr/r,
50 r - TyOBI - MAUKK KAPTOHHBIE

Cepusi!

V250161

HaenTHhHKAUHOHHBIA KO
o6pasua (npoder)

JIC25-1106/01/04

UsroroBuTeb'

JI-p Pen'c Jlaboparopuc Jita., Unaus

[Opuouueckuii adpec: 8-2-337, Road Ne3, Banjara Hills, Hyderabad, Telangana-500034,
India

daxmuueckuii adpec: Formulation Unit 6, Village Khol, Nalagarh Road, Baddi, District

Solan (HP) 173205, India

Homep perucrpalHoHHOT0
ympocToBepenns, qara’

JIT1-Ne(003312)-(PT-RU) ot 02.10.2023 seraano H-p Pepuu'c JlabopaTopuc JIta., Unus

OcHoBanue /s MpOBeIeHHsI
HCNBITAHWI

3asieka Ha nposesieHue ncnsitannit 000 «JIP. PEJUIUC JTIABOPATOPHC»
Ne 9013492121 or 10.06.2025 1.

000 «JIP. PEIIN C JIABOPATOPHC»
I0Opuouveckuii adpec: 115035, r. Mocksa, OBYMHHHKOBCKASA Hab., 0. 20, cTp. 1.

3assurens! ®Gaxmuyeckuti adpec: 115035, r. Mocksa, OBUNHHHKOBCKaA nab., a. 20, crp. 1.
MHH: 7707321227
000 «JIP. PEIIN" C IABOPATOPHUC»

3akazuuk’ [Opuduyeckuii adpec: 115035, r. Mocksa, OBuuHilMKOBCKas Hal., 1. 20, eTp. 1.

Garxmuyeckuii adpec: 115035, r. Mocksa, Opuunuukosckas Hab., 4. 20, cTp. I,

Ot6op obpasna (npobui)
BbINOJIHEN

3assureneM. OTBETCTBEHHOCTH 3a 0TOOP Npo0 HeceT 3asgBUTCIIL.

JaTta nocrynienns obpasua

.06.202
(npober) B OXJI 4 .
JlaTa Hayana npopeacHus 11.06.2025
HenbITaAHNUs (H3MepeHns)
JlaTa OKOHYAHHA NPOBEACHHSI 11.06.2025

ucneiTAHAN (1HI3MepeHust)

[Tpotokon ucnbiranuii Ne 21110625835 ot 11 uions 2025 r.
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Jlononnenns, OTK/JIOHEHH I,
HCKJIIOUeIHs H3 MeTo/ia

| IlaHHble IPEAOCTABIEHb! 3aKa31HKOM. 3@ I0CTOBEPHOCTE HHOpMALIH, NpeoCTaBJIeHHOM 3aKa3uuKOM, 1ab0paTopus

QOTBETCTBEHHOCTH HE HECET.

PE3YJIBTATHI UCIIBITAHUM

3uayeHnst NoKasaTesie HopmaTtupHpelii | © =
OnpeaensieMbie AOKYMEHT, g E
noKasaTesu, H/I Ha MeToabl pernamenTupy | £ g
AHHHIBI HCNBITAHHIH Pe3ybTaThl HCNLITAHUH ERki. R IOLLHIT OLIEHKY 2 E
n3MepeHHii +An P J1abopaTopHBIX E S
HenbITaHMIA e <
Onucanue JITI-Ne(003312)- [ens Genoro 1peTa Cens Genoro uau noutn | JIII-Ne(003312)- B
(PI'-RU)-021023 O/IHOPOMIHOM KOHCHCTeHIMH | Genoro 1seTa (PI'-RU)-
O®C.1.1.0001.15 | ¢ XapakTepHbIM 3aaXxoM. OJHOPOIHOH 021023
KOHCHCTEHLIMH €
XapaKTepHbIM 3a1aXoM.
YnakoBka JITT-Ne(003312)- ITo 50 r B TyGe M3 Mo 20, 50 r umu 100 r 8 | JITT-Ne(003312)- C
(PI-RU)-021023 JTAMHHHPOBAHHOTO TyOy U3 (PI'-RU)-
QIFOMUHHISA € [JIEHYOM U3 JIAMUHHUPOBAHHOIO 021023
TTI2BII, cHabxeHHOIH ANMOMHUHHA C NJIEYOM W3
mMeMOpaHoit 1 KOHTPOJIS [12BI1, cnabxeHHYyIO
MEPBOTO BCKPBITHS, H MeMOpaHoii ans
MOHNPONTHICHOBOM KOHTPOIIs EPBOTO
KpBILKOIA. BCKPBITHA, H
ITo | TyGe B nauke MOJIUIPONHIACHOBO
KapTOHHOM ¢ MHCTKOM- KPBILIKOA.
BKNafBIIIEM., [To 1 Tybe B mauky
KapTOHHYIO C JIMCTKOM-
BKJAJIbILIEM.
MapkupoBKa JITT-Ne(003312)- Ha nepsuunoii ynaxoeke (na | Ha nepsuunoil ynakoeke JITI-Ne(003312)- &
(PT’-RU)-021023 mybe) na pycckom A3blKe (na mybe) Ha pycckom (PI'-RU)-
yKazaHo: TOPToOBOe A3bIKE YKA3LIGAIOM 021023
HAHUMEHOBaHUE Mpernapara c | TOprosoe
npey npeAuTeNnLHOR HaMMEHOBaHHE
MapK1poBKoi ®, npenapara c
nekapcTBeHHas (opma, npeaynpeanTesbHOM

rpynnupoBOYHOE
HaMMeHOBaHHE Ha PYCCKOM
W aHTNIHHCKOM A3bIKAX,
MO3HPOBKA, KOJIMYECTBO
NieKapcTBEHHOrO mpemnapara
B YNaKOBKe, Ha3BaHHA H
cofiepaHue AeHCTBYOLIUX
BelllecTs B | r npenapara,
nepe4ycHb BCEX
BCIIOMOTATENbHBIX BEILECTB,
YCIIOBUSI XpaHEHHS,
npeaynpeauTeNbHbIe
HaJMUCH « XpaHHThb B
HETOCTYIIHOM Ul AeTei
MecTe.», « BekpbIThIi
npenapar XpaHuThb He Gonee
28 nHeil.», HAMEHOBaHHE H
ctpaHa (UpMBbI-IepiKaTelIs
perucTpaloHHOro
YIOCTOBEPEHHA, e€ JTOroTHII,
BHYTpEHHHE KOJbI (hHPMBI
(Code Ne, ML.L. Ne)
(naTuHuULEit), HOMEP CepHH,
«[omen no».

MapkupoBkoit ®,
neKkapcTBeHHYI0 Gopmy,
IpyNIHpOBOYHOE
HaHMEHOBaHHE Ha
PYCCKOM M aHTJIMHCKOM
A3bIKAX, JO3UPOBKY,
KOJIMYECTBO
JleKapCTBEHHOrO
npenapara B yNaKoBKe,
Ha3BaHUA H COIepPKaHue
JEHCTBYIOIIHX BEUIECTB
B | r mpenapara,
nepeveHb BCEX
BCIIOMOTraTe1bHBIX
BEIECTB, YCAOBUA
XpaHeHHus,
npeaynpeauTebHbe
HaJMUCH « XPaHUTh B
HEJIOCTYTHOM JiJId eTel
MecTe.», « BCKpBIThIH
npenapar XpaHuTh He
Gonee 28 nHel.»,
HAMMEHOBAHHE H CTPaHy
dupMBbI-IepKaTens
perucTpaLuoH1oro
YAOCTOBEPECHUSA, €€
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Ha emopuyHoti ynakoeke
(na nauke KapmMoOHHOIL) HA
PYCCKOM A3bIKE YKAZAHO:
TOProBoe HAUMEHOBAHME
npenapara ¢
peyNpeauTebHOM
MapKUpoBKoii ®, Toprosoe
Ha¥MeHOBaHHeE Mpenapara ¢
HCO/b30BaHHeM a30yKH
Bpaiing, nekapcTBeHHAsA
¢dopma, rpynnupoBoTHOE
HaUMEHOBAHHE Ha PYCCKOM
W aHTIUHACKOM s3bIKaXx,
J03UPOBKA, KOIUYECTBO
NeKapcTBEHHOrO MpenapaTa
B ynakoBke, o0nacTu
MpUMEHEHHS B BUJIE
CXEMaTHYECKHX
u306paXkeHHit, HA3BAHUA 1
coJiepyKaHue JeHCTBYIOLIHX
BeliecTs B 1 r npenapara,
nepedyeHb BCEX
BCTIOMOTATENLHBIX BEIIECTB,
YCJIOBHS XpaHEeHH,
MpeynpeauTenbHbIe
HaJnucH « XpaHHuThb B
HEOCTYITHOM JUld JeTei
mecTe.», « BCKphIThIi
npenapar XpasHuThb He Golee
28 nHeil.», HAANUCH
«Crocob NpUMEHEHH: CM.
JIUCTOK-BKJTaAbIII, YCITOBHSA
OTNycKa, HAUMEHOBaHHE H
cTpaHa (PUpMBbI-aepaKaTeis
pErHCTPALIHOHHOTO
YAOCTOBEPEHHS, €€ JIOTOTHII,
Hach «® -
3aperucTpHPOBaHHbIH
TOBapHbIH 3HAKY», HOMEP
CBUJIETENLCTBA O
pErUCTpaluy TOBApHOro
3HaKa, perucTpaLMOHHbI i
HOMEp, BHYTPEHHHE KOAbI
¢upmsr (Code Ne, M.L. Ne,
GTIN:), WTpUX-KOJI, HOMEP
cepuu, 1aTa POH3BOJICTBA,
Jarta HCTeYEeHHMs CpoKa
roguocth (lCofieH f0),
ITpuX-Koa B opmare

JIOCOTHUIT, BHYTPEHHHE
komui upmsl (Code Ne,
M.L. Ne) (natunuueit),
najnuck «Cepus U
Tomed no yKazaHbl Ha
e TyObL.» (TOMBKO s
TyOst 20 ), HOMEp
cepun, «Conen no» (s
Ty6 50 u 100 1).
JIOTIONHUTENLHO MOTYT
OBbITE HAHECEHBI
MPOM3BOACTBEHHBIE HITH
TEeXHONOIMYECKHE
OTMETKH, pacroioKeHue
H jopMa KOTOpPhIX
MOKeT U3MEHATHLCA.

Ha eamopuunot ynakogke
(ha nauxe KapmMonHoil)
HA PYCCKOM A3bIKE
VKaA3bI8aIom.

TOProBoe HaHMEHOBAHHE
nperiapara ¢
npeLynpeanTeNsHOR
MapkHpOBKOit ®,
TOProBOe HAUMCHOBaHHE
npenapara ¢
HCMONb30BaHHeM a30yKH
Bpaiins, IeKapCTBEHHYTO
tdopMy, rpynIUPOBOYHOE
HaHMCHOBAHHE Ha
PYCCKOM H aHITIHHCKOM
fA3bIKax, JO3UPOBKY,
KOJIMYECTBO
JieKapCTBEHHOT'O
npenapara B yNaKoBKe,
o0nacTu NpUMECHEHHA B
BUE CXEMAaTHYECKHX
n300paXkeHnit, Ha3BaHHs
W cofiepiKaHue
JleiCcTBYIOLLHX BEIIECTB
g | r npemapara,
nepeyeHp BCeX
BCTIOMOraTeNbHbIX
BELLECTB, YCIOBUA
XpaHeHu,
npeaynpeHTENbHBIC
HaAmUcH « XpaHUTh B
HEZOCTYIHOM JUls IeTel
MecTe.», « BCKphITHII
npenapar XpaHuTh HE
Bonee 28 nueit.»,
uannuck «Crocol
NpUMEHEHHA: CM.
JIMCTOK-BKJIABILID),
YCIIOBUA OTMYCKA,
HaWMEHOBaHHE U CTPaHy
(pmpMbI-aepxaTens
PErucTpaLionioro
yAOCTOBEpECHHS, €€
JOrOTHIL, HAANUch «® -
3aperucTpPUPOBAHHBL
TOBApHbIH 3HAK», HOMED
CBHUJIETEJILCTBA O
perucTpaLui TOBapHOro
3HaKa,

Tporokon uensitanui Ne 211 10623835 ot 11 uions 2025 .

Crpannua 3 u3 4




3®-02-COI1-27-08

DataMatrix,
HHAMBUIYaNbHbIH
cepuitHelil HOMEp TOProBoit
enrHuLbl, JIononHUTENBHO
HAHECEHbI
NpPOU3BOJICTBEHHbIE HIIH
TEXHOJIOTHYECKHE OTMETKH.,
IlITpux-koz B (popmate
DataMatrix u
WHMBH Ty albHBI I
CepHiiHbIH HOMEp TOProBOH
HaHECEHBI METOAOM
OBEPNPHHT.

YcnoBusa XpaHeHHs
XpaHUTb NIPU TEMIIEpaType
He Bolle 25 °C B
MoTpeOUTENBCKOM YITaKOBKE
(nayke KapTOHHOI).

Cpok roHocTH (CpoK
XpaHeHus) 2 roja.
(Tomen mo: 02/2027)

perucTpatdoHHbIH
HOMeEp, BHYTpeHHHE
koubl ¢upmel (Code Ne,
M.L. Ne, GTIN:),
WITPUX-KOJI, HOMEp
CEepHM, JIaTy
NpOM3BOJICTBA, ATy
UCTEUEHHUS CPOKa
rogHoctd (I'omgen 10),
wTpUX-KoA B opmare
DataMatrix,
WHJIHBH Y AlIbHBIH
cepuiiHblil HOMED
TOProROi eIHHHULIBL.
JIONOMHUTENBHO MOTYT
OBITh HaHECEHbI
NpPOU3BOACTBEHHRBIE HITH
TEXHONOIHYECKHE
OTMETKH, pacronoKeHHe
u (opMa KOTOpPLIX
MOKET H3MEHAThCA.
[Tpumeuanue. LTpux-
kol B (hopmare
DataMatrix u
HHUBU Y albHbIH
cepHiHBIH HOMEP
TOProBOMH e IUHHLIBI
HAHOCAT METOAOM
OBEPMPHHT MIIH B BUJIE
CTHKEpA.

Venoeus XpaHeHUs
[Tpu Temnepatype He
Beiire 25 °C B
noTpeGUTeNbLCKOH
ymakoBke (nadke
KapTOHHOIT).

Cpoxk rogHocTH (CpoK
XpaHeHus) 2 roja.

VenoBHble 0603HaYeHUA:

C - obpasell 110 I]aHHOMY TIOKa3aTeJll0 COOTBETCTBYET TPeOOBaHHAM HOPMATHBHOTO JOKYMEHTa
H - ofpasell 110 JaHHOMY MOKa3aTell0 He COOTBETCTBYET TpeGOBaHUAM HOPMATUBHOTO JIOKYMEHTa

BhIBOJBI O COOTBETCTBHH CAcHaHbl Ha ocHoBaHuu «[Ipasun mpuaaTua pewerus ®XJI OO0 « T «lensman

* _ MeHee/He 0OHapyXeHO, B Npe/eNiax 00HapyKeHuUs, YCTaHOBIEHHOTO HOPMATHBHBIM JIOKYMCHTOM, YCTaHAB/IHBAIOLIHM

[pasuia 1 METO/bI HCMBbITAHUH

[MPUMEYAHHE:

JlaHHble pe3ynbTaTbi NPOTOKOJIA HCTILITAHKI PAacNPOCTPAHAOTCA TONBKO HA 00pa3ell, MOJABEPrHy ThId HCTBITAHUIM.
HacTosiwuii pOTOKOJ He MOYKET GBITh ONHOCTHIO WM YACTHUHO fepeneyatan 6e3 paspelieH s HCIbITaTeNbHOM

nabopaTopHu.

OTBeTCTBEHHBII 32 0hopMIIEHHE MPOTOKOJIA

P

/ Kynukosa M.A.

(moanugh)

Koueu nporokona

(®.M.0)
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