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OO0u1ecTBO ¢ OrpAHMYEHHOH 0TBETCTBEHHOCTHIO
"Toprosbii oM " deabma'

(000 "T/H " deabma')
duzuko-xummnueckas jsadoparopus (©XJI)
IOpuandeckuit agpec: 142290, POCCHUS, MOCKOBCKA S OBJIACTbD, CEPIIYXOBT,
I' [IYIIUHO, YJITPY30BAJ, /. 8, IOMEILL. 14
Anpec mecTa ocymiecTBiIeHus nestensHocT: 142290, POCCHA,
0011 Mockogckas, r.0. Cepryxos, r [lymuno, yn ['py3oBas, 1.8,
nomenienus Ne 3.0, 3.3, 3.4, 3.5, 3.6, 3.7a, 3.70, 3.8, 3.9, 3.10, 3.11, 3.12,
3.13,3.14, 3.15, 3.16, 3.17,2.20, 2.21,2.22,2.23,2.24, 2.25,2.26, 2.27
Tenedon: 8(495) 968-22-47, e-mail: td-delma@mail.ru
YHUKaTbHBIA HOMED 3aIUCH 00 aKKPEIUTAIMH B PEECTPE
akkpeauToBanHbix ui RA.RU.21HP36

YTBEPXIAIO
Havaapuuk ®XJI
MII
H.A. SInymeBckasi

(moamuce)

06 nroas 2026 r.

MPOTOKOJI UCITBITAHUM Ne 21060726040 ot 06 urosist 2026 r.

CaeneHust 00 000py10BaHUM

CBuUeTeJILCTBO 0 NOBepKe/ATTecTaT/
Cepruduxar o kanudposke,
Cpok feiicTBHS JOKYMEHTa

HaumenoBanue o6opynoBaHus,
3aBO/ICKOiIl HOMep

IMo1HOe HaMMeHOBaHMe 00pa3ua
(1po0b1) mpoxyKuun'

NoyxmmH® TabneTku, HOKPHITHIE THICHOYHOH 00omoukoit, 400 mr+325 mr, 10 mT. —
GcTepHl - TaYKH KapTOHHBIE

Cepus'

V2600630

HNnenTupuranuoHHbIN KO
oOpazua (mpodni)

JIC26-0607/05/02

H3roroBurtenn'

J-p Penau'c JIabopartopuc JItn., Uumus

IOpuouueckuii aopec: 8-2-337, Road Ne3, Banjara Hills, Hyderabad, Telangana-500034,
India

@axmuueckuii adpec.: Formulation Unit 6, Village Khol, Nalagarh Road, Baddi, District
Solan (HP) 173205, India

Homep perucTpauuoHHOro
YAOCTOBEpeHHsi, 1aTa’

JITT-Ne(003654)-(PT'-RU) ot 10.11.2023 Bergano [-p Penmu'c Jlaboparopuc JItxa., Manns

OcHoBaHue 111 NPOBeeHHs
HCNBLITAHUH

3asBka Ha nposeaeHue ucnsiranuit OO0 «AP. PEJJIN C IABOPATOPUC)
Ne 9013534639 ot 06.07.2026 T.

000 «IP. PEAN'C JIABOPATOPUCY
FOpuouuecxuii aopec: 115035, r. Mocka, OBunHHHKOBCKas Hab., 1. 20, cTp. 1.

1

3ansurenn @axmuueckuii adpec: 115035, r. MockBa, OBYUNHHHKOBCKas HaO., 1. 20, ctp. 1.
WHH: 7707321227
000 «IP. PEAAN'C JJABOPATOPUCY

3akazuuk! FOpuouueckuii aopec: 115035, r. MockBa, OBUMHHUKOBCKas HaO., 1. 20, cTp. 1.
Daxmuueckuii adpec: 115035, r. MockBa, OBUNHHHKOBCKas HaO., 1. 20, cTp. 1.

O1d0p obpazua (npode) 3asButeneM. OTBETCTBEHHOCTH 3a 0TOOP MpoO HeceT 3asBUTEb.

BBINOJHEH

JaTa nocrynJienus odopasua

(npo6b) B DX 06.07.2026

JlaTa HayaJia npoBeaeHusI 06.07.2026

HCIbITAHUA (M3MepeHus)

JlaTa okoHYaHHS POBeIeHUS 06.07.2026

HCNBITAHUS (M3MepeHus)

IIpotoxon ucnerranuit Ne 21060726040 ot 06 uromnst 2026 r.

MNepenaH yepes naaok 06.07.2026 14:57 GMT+03:00;
5687c479-9dde-445e-8512-5f6¢8201a622
CtpaHuuya 1m3 5
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I[Ol'lOJ'lHeHl/lﬂ, OTKJIOHCHHUS,
HCKJJIIYCHHUSA U3 METOdA

! laHHBIE IPEXOCTABIIEHBI 3aKA3UMKOM. 32 JOCTOBEPHOCTH HHPOPMAIMH, IPETOCTABICHHON 3aKa3uiKOM, Ja00paTopys
OTBETCTBEHHOCTHU HE HECeT.

PE3YJIbTAThI UCIIBITAHUI

3Ha4yeHud MoKas3aTesei HopmaTusnbIii ° =
OnpenensieMble JIOKYMeHT, E E
NoKa3aTeJu, H/I na meToast periamMeHTHpyl0 | 2 2
eAMHMLbI HCNIBITAHUH Pe3yabTaThl HCIIBITAHUH LU OLEHKY e R
. Hopma no HJI, 5 B
H3MEepeHu i +Aa J1a00paTOpPHBIX 22
HCHbITAHUI ™
Onucanne JITI-Ne(003654)- TabneTku KarcyaoBUIHON Tabnerku xancynosunHoi | JITI-Ne(003654)- C
(PT-RU)-101123 | dopmbl, MOKPHITHIE (OpMBI, IOKPBITHIE (PT-RU)-101123
O®dC.1.1.0001.15 | meHo4HOI 000IOUKON TUIEHOYHOH 000JI04KOM
OpaHXeBOro I[BETa, C OpaHXeBOro 1IBETa, C
PHUCKOH Ha OTHOH CTOPOHE; PHUCKOI Ha OJTHOM CTOPOHE;
Ha TTOTIePEYHOM pazpese — HA TIOTIEPEYHOM pa3pese -
aapo Oeroro mBeTa. SO OENOTO Wi OYTH
0eJIoro 1BeTa.
YnakoBka JITT-Ne(003654)- ITo 10 Tabnerox B IIBX/Al ITo 10 Tabaerok B [IBX/Al | JIIT-Ne(003654)- C
(PI'-RU)-101123 | Guucrepe. omucrep. (PT-RU)-101123
IIo 1 6J'II/ICT€py B IaUke Ilo 1, 2 umm 20 6HI/ICTepOB
KapTOHHOH BMecTe ¢ B IIa9Ky KAPTOHHYIO
MHCTPYKLHeii 110 BMECTE C HHCTPYKLMEH 110
MPHMEHEHHIO. NPUMEHEHUIO.
MapxkupoBka JITT-Ne(003654)- Ha nepsuunoui ynaxosxe (na | Ha nepsuunoii ynakosxe JITT-No(003654)- C

(PT-RU)-101123

onucmepe) yKasano:
TOProBOE€ HAMMEHOBAHHUE
JIEKapCTBEHHOTO IIperapara
C MpeAyNnpeauTeNbHON
MapKupoBKoi ®,
JiekapcTBeHHas hopma,
Ha3BaHUsl JEHCTBYIOIINX
BEILIECTB M UX CO/IEPXKAHHUE B
OIHOM TabJeTKe,
HaVMEHOBaHUE JepKaTens
PerucTpalMOHHOIO
y1ocTOBepeHHs1/ HPUpMBbI-
IPOU3BOUTENS, €€
TOBapHBII 3HAK
(naTuHMUIEI), BHYTPEHHHE
kol pupmbl (Code Ne,
M.L. Ne), HOMEp cepuH,
Jlata Mpou3BOCTBRA, 1aTa
MCTEYEHHs] CPOKa TOJTHOCTH.

Ha emopuunoti ynaxkogxke
(Ha xapmouHou nayxe)
VKA3aHO: TOPTOBOE
HaMMEHOBAaHHUE
JIEKapCTBEHHOTO TIperapara
C MpeaynpeUuTeNbHON
MapKHUpOBKOH ®,
TPyNIHPOBOYHOE
HaVMEHOBaHUE, TOBAPHBIH
3HaK JiepyKaTesst

PETUCTPAIIMOHHOTO 3HAK JIepKATEINS
yA0CTOBEpEHUS/HPUPMBI- PETHCTPAIIMOHHOTO
MTPOU3BOTUTEIS yA0CTOBEpEHUs/ GUPMBI-

(Ha 6aucmepe)

YyKasvledarom TOpProBOC

HaVMEHOBaHUE
JIEKapCTBEHHOT'O
npenapara ¢

MIpeAyNpeIUTEIbHON

MapKUpOBKOH ®,

JIEKapCTBEHHYIO hopMmy,
Ha3BaHU JICHCTBYIOIINX
BEIICCTB U UX COJICpKaHHE

B OJIHOM TaOJIeTKe,
HaMMEHOBAHUE JIEP
PETUCTPAIIHOHHOTO

yIIOCTOBEPEHNUS1/ (HUPMBI-

IIPOU3BOJUTENS, €€
TOBapHBII 3HaK

(maTtuHMLEH), BHYTpEHHHE
kozbl ¢pupmel (Code Ne,

M.L. Ne), Homep ce

JAaTy MMponu3BOJACTBA, ATy

HUCTCUYCHUS CPOKaA
TOAHOCTH.

Ha emopuunoti ynaxkoeke
(Ha xapmouHou nauxe)

VKA3b18AI0M. TOPTO
HaNMEHOBaHHE
JIEKapCTBEHHOTO
npenapara ¢

peaynpeIuTeaIbHON

MapKHpOBKOH ®,
IpYIIHPOBOYHOE

HauMMCHOBAHMUC, TOBapHLIﬁ

(PT-RU)-101123

KATCIIA

pun,

BOC

[Ipotokon ucnbrranuii Ne 21060726040 ot 06 utonst 2026G:menan vepes fnapok 06.07.202€
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(ratuHUNEH), HAATIHCH
«I[TPOTUBOBOC
ITAJIUTEJILHOE»,

«KAPOITOHMXAIOIIEE»

, K\OBE3BOJIMBAIO
LIEEy, «ITPU ITPOCTY IE
nur PI/IHHE», PUCYHOK

o N \_:.o( N
N \,.,‘

KOJIMIECTBO Ta6neT01< B
YIaKOBKe, Ha3BaHUS
JICHCTBYIOINX BEIICCTB U
UX COJICPKAHUC B OJTHOM
TabJIeTKe, HAAMHKCh
«CoaepKUT KpacuTeIhb
COJIHEYHBIH 3aKaT KEJThIH
(E110) mak amoMHUHUEBEIH,
COPOMHOBYIO KHCIIOTY.»,
YCIIOBHS XpaHCHUS,
peaynpeauTeIbHbIC
HaamicH («XpaHuTh B
HEJIOCTYTIHOM JIJIs1 IeTei
Mmecre.», «llepen
MPUMEHEHUEM Tpernapara
03HaKOMBTECH C
IpUIaraeMou
HHCTPYKLHUEHL.»), yCIOBUSL
OTITyCKa, CIIOC00
MIPUMEHEHUS, HAAIHCH «® -
3apeTUCTPUPOBAHHBIN
TOBApHBIN 3HAK», HOMEP
CBUJICTEIIECTBA O
pEeTUCTpalK TOBAPHOTO
3HaKa, pEruCTpaliMOHHbIN
HOMEp, BHYTPEHHUE KOJIbI
¢dupmbl (M.L. Ne, Code Ne,
GTIN:), HaumeHOBaHUE U
CTpaHa JiepiKaTes
PETHUCTPAIIHOHHOTO
YAOCTOBEpEHUSI/ PUPMBI-

MNpOU3BOAUTEIIA, IITPUX-KOM,

TOProBO€ HAUMEHOBAHUE
JIEKapCTBEHHOI'O IIpernapara
Ha aHTJIUIICKOM S3BIKE,
nexkapcTBeHHas popma,
JIO3UPOBKA, HATHICH
«OBJIETYEHUE
CUMIITOMOB TP
I'PUIIIIE U TTPOCTYAE
*[loBbIlIEHHAs TEMIIEpaTypa
*["ooBHas 00116 *bob B

MBbIIIIAX U CyCcTaBax *boib B

ropiie *O3H00»,
«IlonpoOHyt0 HHPOPMALHIO
CM. B MHCTPYKIUH TIO
MpUMEHEeHNI0», «C1ocod
MPUMEHEHHUS U JI03bI:
BuyTps (n0 wim gepes 2-3 4

MOCJIe €/Ibl), He pa3KeBhIBas,

3aIIMBasl JOCTATOYHBIM
KOIn4YecTBOM BOIbL. [1o 1
TabneTKe 3 pa3a B CyTKH.
MaxkcumanbHasi CyTOYHast
J103a - 3 TabNEeTKH.»,

NIPOU3BOUTEIS
(raTuHUIEH), HAATICH
«ITPOTUBOBOC
[AJIUTEJIBHOEY,
«KAPOITOHNXAIO
LIEE»,
«OBE3BOJIMBAIO
IEE», «ITPU
[MPOCTYJE U
I'PUIIIIE», pI/IcyHOK

w o '\‘.7'4‘ E ﬁ

N 4\,.‘ N
KOJIMYECTBO Ta6neT01< B
yIakoBKe, Ha3BaHUs
JIEHCTBYIOIIUX BEIIECTB U
HX COJIEpXKaHUE B OTHOU
TabJeTKe, HAIITUCh
«Conep>XUT KpacuTeb
COJIHEYHBIH 3aKaT >KEeNThINA
(E110) mak
AITFTOMHUHHEBBIN,
COpOMHOBYIO KHUCTIOTY.»,
YCIIOBUS XpaHEHUS,
npenynpeanuTenbHbIe
HajamucH («XpaHuTh B
HEJOCTYITHOM JIJIsl IeTeH
Mmecre.», «llepen
NIPUMEHEHHUEM IIpenapaTa
03HAaKOMBTECH C
TpuIaraeMou
WHCTPYKIIHEH.»), yCIOBUS
OTITyCKa, CII0CO0
MPUMEHEHHUS], HaANUCh «®
-3apErucTpUPOBAHHBIN
TOBapHBII 3HaK», HOMEP
CBUJICTEIIECTBA O
perucTpaui TOBapHOTro
3HAKa, PErUCTPALMOHHBI
HOMED, BHYTPEHHUE KOJIbI

¢upmer (M.L. Ne, Code Ne,

GTIN:), HauMeHOBaHUE U
CTpaHy JAepiKaTels
PETHUCTPAIIHOHHOT O
yIocToBepeHust/pUpMbI-
MIPOU3BOIUTEISL, IITPHX-
KOJI, TOPrOBOE
HavMEHOBaHUE
JIEKapCTBEHHOT'O
npenapara Ha aHTJIMACKOM
SI3bIKE, JIEKAPCTBEHHYIO
(dbopMy, T03UPOBKY,
"Hagmiucu «OBJIETYEHUE
CUMIITOMOB I1PU
'PUIIIIE U ITPOCTYAE
JloBbllIeHHAs
TemIieparypa *I'onoBHas
6076 *bosb B MBIIIIAX U
cycraBax *bonb B ropie
*O3H00», «I[TompoOHYIO
HH(OPMAIIHIO CM. B
HWHCTPYKIMX IO
MIPUMEHEHUI0», «Crnocob
MIPUMEHEHHUS U JO3BI:
BHyTpb (10 nam uepes 2-3

[Ipotokon ucnbrranuii Ne 21060726040 ot 06 utonst 2026G:menan vepes fnapok 06.07.202€ Bom 4/ -
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«IIpumenenue pu
OepeMEeHHOCTH U B TIEPHOJT
TPYAHOTO BCKapMITBAHHUS:
COTJIACHO MHCTPYKITUH IO
MIPUMEHCHHIO.
[IpoTrBONIOKa3aH NpU
0OEepeMEeHHOCTH B CPOKE
6osiee 20 Hepenby, HOMEP
CepHH, JlaTa POU3BOICTRA,
JlaTa UCTEYCHUsI CpOoKa
ronHocta (I"oxeH 10),
IITPHUX KOJ B (popmate
DataMatrix u
WHMBHUAYaJIbHBII
CEpUIHBII HOMEDP TOProBOH
SIMHUIIE,
IMPOU3BOJACTBCHHBIC NJIN
TCXHOJIOTHYCCKHE OTMCTKH.

XpaHUTb NIpU TEMIIEpAType
He Bbie 25°C.

CpOK TOAHOCTH 5 JIeT.
(Tomen 10 01/2031)

9 TI0CJIE €/IbI), HE
pa3KeBbIBas, 3aIIUBAs
JOCTAaTOYHBIM
KonuuecTBoM Bogkl. [o 1
TabyeTke 3 paza B CyTKH.
MaxkcumanbHas CyToYHast
J103a - 3 TabIEeTKH.»,
«IIpumenenue npu
OCpPEMEHHOCTH U B TICPUO/T
TPYAHOTO BCKAPMJIMBAHUS:
COTJIACHO MHCTPYKITHH IO
MIPUMEHEHHUIO.
IIpoTuBomnokasaH npu
OepEeMEHHOCTH B CPOKE
6omee 20 Hexeb», HOMEP
cepuu, 1aty
TPOU3BOJICTBA, IATy
HCTEYEHUs CpoKa
ronuoctu (I'oxeH 10),
HITPUX KOJ B (hopmarte
DataMatrix u
WHJIUBUyalbHBIN
CEpUIHBII HOMEp
TOPTOBOW €IMHHUIIEL,
TIPOU3BOJICTBCHHBIC WITH
TEXHOJIOTHYECKUE OTMETKH
TIpU HEOOXOTUMOCTH.

XpaHeHue

IIpu Temneparype He
BhIe 25°C.

CpoOK TOAHOCTH

5 Jer.

VcnoBHbIE 0003HAYCHUS
C- 06pa3eu IO JaHHOMY I1OKa3aTCJIt0 COOTBETCTBYCT Tpe6OBaHI/I$IM HOPMATUBHOI'O JOKYMCHTA
H- 06p3361_[ 0 JaHHOMY I1OKa3aTCJIt0 HE COOTBETCTBYCT TpG6OBaHI/IHM HOPMATUBHOI'O JOKYMEHTa

BriBoabl 0 cooTBeTCTBUU caenanbl Ha ocHoBaHUM «[Ipasun npunarus pewenuss GXJI OO0 «TH «densmar»

* - MeHee/He OOHAPYKEHO, B Npe/ieNaXx 00OHapyKEHHs, yCTAHOBJIEHHOTO HOPMAaTHBHBIM JIOKyMEHTOM, YCTaHaBIMBAIOIINM
IpaBujia U METOIbI HUCITBITAaHUH

MNPUMEYAHHUE:

JlaHHbIe pe3ysbTaThl IIPOTOKOJIA UCTIBITAHUH PACIIPOCTPAHSIOTCS TOJIBKO Ha 00pa3ell, OJBEPrHY ThIH HCIIBITAHHSM.
Hacrosmuii mpoToKoJ He MOXKET OBbITh MOJHOCTHIO MIIM YaCTUYHO NeperneyaTan 0e3 paspeleHns HCIbITaTeNbHO
J1a00paTopuu.

/ Ocramuyk A.C.
(®.1.0.)

OTBeTCTBEHHBIH 32 0OpPMIICHHE TIPOTOKOTIA

(noamnuce)

Konen npoToxona

[Ipotokon ucnbrranuii Ne 21060726040 ot 06 utonst 2026G:menan vepes fnapok 06.07.202€ o0 4
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NpaeHTudukaTop fokyMeHTa 5687c479-9dde-445e-8512-5f6¢8201a622

[okyMeHT nognucaH n nepegax vyepes onepatopa 310 AO «[Nd «CKB KoHTyp»

Moanucu
oTnpaBuTens:

OpraHusauus, COTPYAHUK

O6LLEeCTBO C OrpaHUYEHHOM
OTBETCTBEHHOCTbIO "Toprosblit [lom
"Oenbma"

Anywesckan VpuHa AnekceeBHa
JoBeputenb: O6LLECTBO C OrpaHNYeHHOW
OTBETCTBEHHOCTbIO "Topro.blit lom
"Oenbma"

[loBepeHHOCTb: per. Homep,
nepuog AeNCTBUSA U CTaTyC

defff869-7467-4dc4-8a83-34eb5fbc0a02
¢ 21.05.2025 00:00 no 31.05.2035 23:59
GMT+03:00

[loBepeHHOCTb MpoLusia MpoBepKy

CepTudukat: cepuiiHbIn
HOMep, Nepuoj, AeicTBus

451508BD9EC28CBC40BB200A0
19B2111

€15.12.202511:02 no
156.03.2027 11:02 GMT+03:00

[ata v Bpems noanucaHus

06.07.2026 14:57 GMT+03:00

Moanuck cooTBeTCTBYET daiiny

[IOKyMeHTa

2
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