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COBeCTs0 C OrpaHUHEHHOR OTEETCTBEHHOCTLIC «Bandaps

Osepkosckui nepeynox, aom 12, 2T 7, nom, |, koM. B, r. Mockga, Poccitickas ©epepauus, 115184, Ten. (499) 220-13-82
Afpec 060COBREHHONC NOSPa3LeNeHNs (MoUTOS:IA anpec): np-T KoncutyLwm, o, 11, r. Kypraw, 640008,

Ten. (3522) 486-000, e-mail: center@veipharm.ru

ViMH 7733691513, KN 770501001, p/c 40702810738000076387 & MAO «COepbarx» r. Mocksa

K/c 30T10I810400000000225, BK 044525225

CEPTH®HKAT CEPHH Ne 30
1 | Hassamwe nponykiwe | ATEMETVOHVH BEJIOAPM
2 | Homep ' JII-Ne(007855)-(PT-RU) or 28.11.2024 .
PErHCTPalEOHHOTO
| YOOCTOBEPCHRST
3 | Hozmposka 400 Mr
4 | JiexapcTBennas GopMa | TabieTKu KATIEHHOPACTBOPUMEIE, HOKPAITHIE IIEHOYHOH 000cYKoi
5 | Pasmep u Tum ymaxosxu | 10 mr., ynaxoska suelKozas kouTypHas (4), HHECTPYKITES IO IPHMEHEHHIOC,
Da9Ka KapTOHHAS
6 | Homep cepun 300126
7 | HaTa npomssoacTea 11.01.2026 1.
8 | Mara oxoxszanus cpoxa | 12.2028
TOIHOCTEH
9 | Haseanve, agpeca n OBbn1ecTBO ¢ OrpaHIYEHHON OTBETCTREHHOCTHIO «Bendapm»
HOMepa nurersyi Beex | (OO0 «Benbapmy)
HpPOX3BONCTBEHHELX Kypramckas 061, r. Kypras, IpociexT Koncrarymumg, x. 11
TIIOMAROK B MECT Perucrpanuorssni Homep munenzun: JI012-00102-77/00142115
OPORSASHUA KOHTPOJE
K49ecTra
10 | Cepruthuxars
COOTBETCTBHA Ne GMP/EAEU/RU/02037-2025
tpebosammsm Ilpasmn
HamIexanmei
TIPOU3BONCTBERHOMR
mpaktury EABC .
11 | Pegyiprars! anaymna ITacopr Ne 30 01 26.01.2026 1.
12 | KomMenrtapun ITpu Temueparype ue Bpmie 25 °C.

3asiBIeHME O cepTHOUKATHAL.

HacroanieM 1 HOATREPXIAI0, YTO TPUBENEHAAs BEINE HHPOPMAIAS SBILETCH JOCTORSPEON H
TOYHOMN. JTa CEpHA NPORYKIMHE IPOHIBEeHa (BRIEOTIAT YHaKoBKY (MApKUPOBKY) ¥ KOHTPONb KATECTBA) HA
BEINCYKA3AHHOR IPOM3BOACTREHHOH IIOMIAIKE B [IONHOM COOTBETCTRIH C TpeSoparzava [Tpasun
Hajexammed Ipor3BOICTBEHHOM HPAKTHKY EBpasuiickoro SKOHOMEHYECKOro Coi03a 1 TpeSOBaHAAMEA
KOHTPOILT Ka4SCTRA JICKapCTBEHHBIX CPENICTB, & TAKKE B COOTRETCTRIH CO CHCIMQAKAHIMHA,
COACPHALHMECA B PETHCTDAMOHHOM JJ0CHE. 3aNUCH HO IPOU3BOICTBY, YIAKOBKE M SHANHU3Y HPOBEPSHEL, H
YCTAHOBJICHO X COOTBETCTBHE Tpebosanus [IpaBmil HaexKammel IpOH3BOACTREHEOMR HpaKTHKA
EBpasuiickoro 5KOHOMHYECKOr0 CO034.

Cepun JIC PA3SPEUIEHA /HEPAIPERIENA « BRITYCKY B rpaskiasckiii obopor.
(HenyrE0e 3auepKHYTS) ;

YIOTHOMOYCHHEOS JTALO IPETIPHITHA

Benvowi cpenmanyer CMK QOK Yennsimess W.B.

7 ?{){ «AE 5 o7 2044,

@TIE COI-OKK-H-006




POMU3BO/IUTEIL IEPXATEJIb PY
000 «Bendapm» Ben mAPM 000 «Bendapn»

(Bce cTaauu NpoM3BOACTEA) Poccuiickas Denepamnys

Poccuiickas @enepanus 115184, r. Mockea, nep. O3epKoBCKHH,
640008, . Kypras, o. 12, atax 1, momein. [, koum. 9

np. Koncturyuuy, 11 PerycTpalioHHoe Y I0CTOBCPCHHE

TelL. (3522)486-000 JITI-No(007855)-(P[-RU) o1 28.11.2024 r,

g-mail: fsk@velpharm. ru

ITACTIOPT Ne 30
AJNEMETUOHUH BEJ®APM Ta0/ieTKH KHIIEYHOPACTBOPHMEIE,

NOKPBITHIE IJIeHOYHOH 0000uKoi 400 mr
AIIEMETHOHUH

Homep cepun: 300126

Komreerso B cepun: 2200 Ne 40

[ara npouspoactea: «11» sasaps 2026 1.

Togen no: 12.2028

Jlara okoHYaHHs McrbITaHuii: «26» susaps 2026 r,

Ananus peimonsen no HJT JITT-Ne(007855)-(PT-RU)-281124, (Ilocnegoraremsrocts 0003)
Haumenobanue AD®C: AnemerHonun 1,4-Oyrangucyns¢gonar

Cepus AQC: AP250712B, AP250701B

[Tpoussoaurens cyberanimm: Yeu @opuyn Papmacsrorrkan Ko. Jiti., Kuraii

Ne Moxkazarenn TpeGoranua K KaYCCTRY PesyanTarsl
n/u KauecTBa oo HJT HCNBITAHUH
1 Onvcanue OpajibHEIE IBOSAKOBBIILYKIIBIE tabnerky, | OBanbHBIE JBOSKORBITYKIIRIE
MOKPBITEIE MNeHOYHOH obomoukoil ot Gemoro TabneTK, NOKPEITEE
10 6eroro ¢ JKenToBaThHM OTTEHKOM 1IBETA. IIeHO4HOH 060moIKOH
HeJ10ro 1BeTa.
[ & W rnenrudukarms
- 8IeMETHOHHI — BpeMs ymepikuBaHHA OCHOBHOTO ITMKa Ha
HOH XPOMATOTpAMME HCNBITYEMOTO ~ PAcTBOpa
JOJDKHO COOTBETCTBOBATE BpeMeHH
yAepKUBaAHUS OCHOBHOTO KA HA [NogreepicnaeTcy
XpoMarorpaMMe — pacTROpa  CTaHAapTHOro
obpasua aJeMeTHOIHHA 1,4-
- 1,4 - OyTaHmuCcynEdhOHATA

Oyranmucyapdonar | Bpemst ylepmuBaHus OCHOBHOIO IMKA Ha
XpoMarorpaMMe — HCTIRITYEMOTO  pacTBopa
JOTLKIO COOTBETCTBOBATH BpPEMEHH IlonTeepxnaetcs
YOS PKUBAHHS OCHOBHOI'O MKa Ha
XpomaTtorpaMMe — pacTBOpa  CTAaHIApPTHOro

obOpazua 1,4 — OyranpucynsdoHara.
3 OAaHOpOIHOCTE 936,7 MT
MacChl +5% +2,0%
-1,7%
Tanek He Gonee 3,0 % 2,6 %
5 | PacrBopenue 1 cranma (kucnotHas): He Gomee 10 %
ageMeTHOHHH-HoHa yepes 120 mum; 2,0 %
2 cragus (Oydepnan). He menee 65 % (Q)
L aJIcMETHOHWMH-HOHA decpes 60 MuH. e | 97.9 %
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Ne IMoxazarenn TpeGoBaHHS K KAYECTBY PesyabTarhbl
n/mn Ka4ecTRa mo HJ{ HCOBITAHUMA
6 | Poxctpenunle Anenun — ue 6onee 0,75 %; 027 %
TIPHMECH S-Apneuosun — L - roMOIMcTeHH — He Oonee
0,7 %; 0,2 %
MeTHnTHOATEHO3MI — He Oonee 2,0 %; 0.4 %
JexapOoKCHITHPOBaHHEIN aNeMETHOHHIL —
He Oonee 1,5 %; He o6napy:xeno
EnpHnyHas HewjieHTH(HUMPOBAHHAS IPUMECH —
ue Gomee 0,2 %; 0,12 %
Cymma npumeceii — ve Gojee 5,5 % 0,9 %
S,S - uzomep He meree 55,0 % 70,8 %%
8 Boaa Ie Gosee 2,5 % 2,0%
2 | Mumpobmontmm- Kareropus 3A CootsercTByer
YeCKas YACTOTA
T i
10 OpnoponHoCcTh AV<15,0(L1)
TO3HPOBAHHBIX 4,0%
€ TIHHUII -
11 | KomwgecreeHHOE Or 380,0 Mr 1o 420,0 Mr aeMeTHOHHMH-HOHA, 391.8 wr
OMpeneneHte CUMTAs HA CPEAHIOI0 Maccy OJHOM TadIeTKH T
12 | VYmakorka 10 TaGneToK B KOHTYPHYIO SIEHKOBYIO YIIAKOBKY 10 TabneTox B KOHTYPHOM
u3 mnedkd IBX/TIBJIX/TIBX wnu [IBX/AIXTOD A9eHKOBOH YTIAKOBKE M3
dupme! JImseo Puceps I'm6X, Tepmanus, iy mwieHkd [IBX/IBIX/TIBX u
¢upvel  OACuTxu @apmanak [paitser (oubry anHMHHHEBOH
Jumuren, Meaud, wis gpyroff COOTBETCTBYIOMEH TIe4aTHOH NaKHpOBaHHOM.
no xauecTBy Eur.Ph., USP, unu boneru 4 KOHTYpHEBIE TIeHKOBEIE
ATIOMHHHEBOMN MHOTOCTONHOM U doJibru VIIAKOBKH ¢ HHCTPVKLHeEH 110
aTIOMHHHEBOMH IEe4aTHOH NaKHPOBaHHOH, LPMMEHEHHIO IOMEILEHEI B
10, 20, 30, 40, 50, 60, 70, 80, 90, 100 Tabnerok B [auKy U3 KAPTOHA,
Oanky NoIMMEepPHYIO W3 NOMHUIPOIILISHA WK
MIOTH3THIIEHA BRICOKOTO JAB/ICHUSA, YKYOPEHHYIO
HATATHBAEMOH KPBIITKOH NOJIMMEPHOH A1
JIEKapPCTBEHHBIX CPEACTB M3 MOIHIIPOILAIEHA Wik
TIONTMOTHIIEHA BEICOKOTO JABICHHSA, C KOHTPOJIEM
[IEPBOr0 BCKPLITHS CO BCTABKOM C CHITHKAremem
Ak B OaHKy TeMHOro cTekIa GpHupMEl Apaarx
I'mace I'w6X, Tepmanus wid Apyryio,
COOTBETCTBYIOLIYIO NMo kKadecTry EP, USP,
YKYTIOPE@HHYIO KPBILIKOH MOIIMMEPHOH s
JICK4PCTBEHHBIX CPEACTB M3 TIONHIIPONMIICHA HITH
MOTMATHIICHA CO BCTABKOH C CHTUKATEIEeM C
KOHTPONEM TIEPBOIO BCKPBITHA WIH 03 HEro
dupmel Hoaro Cepbo AB, 1lemms wiw apyroii,
cooTBeTCTBYIOMel no kayecTsy Eur.Ph., USP,
Ha Ganky HaKk/IeHBAIOT STHKETKY
CAMOKIIES Y HOCS,
Kaxxmyro banxy, 1.2,3,4,5,6,7, 8,9, 10
| KOHTYPHBIX SYEHKOBBIX YNAKOBOK ¢ HHCTPYKIIHEH
10 MPHMEHEHHIO IOMENIaloT B TIaYKy W3 KapToHa
WM JIPYTOTO, aHATOIHYHOTO KaYeCTra.
13 | MapkupoBka 1) Ileppu9Has yHakoBKa JIEKAPCTEEHHOIO 1) Ilepeuunas ynakoBka

npenapara.

Ia xoETYpHO 14eHKOBOH YITAKOBKE VKASBIBAKOT
mororun «BEJI®APM», TOproBoe HaHMEHOBaHHE
JEKapCTBEeHHOTO PETapaTa, MEKYHAPOIHOS

JIEKAPCTEEHHOTO IIpenapara.
Ha xoHTypHO# syelikoBoi |
YIIaKOBKEe YKA3aHEl: JTOTrOTHIT |

IPeANPHATHA-IIPOH3BOIHTEILA,
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IMoxazarenu
KauecTBa

TpeGoparns K Ka%ecTBY

oo HJ

Pesynnrars:
HCOBITAHHIA

HElIaTeHTOBaHHOe HAUMEHOBAHHE Ha PYCCKOM H
aHrnuiickoM (Ademetionine) A3BIKaX,
JIEKapCTBEHHYIO POpMY, JO3HPOBKY, HOMEpP CEepHH
(conmepuT naTy NPOMU3BOJCTRA), ATy HCTEUESHHT |
cpoka roguoctd («TOJEH HO...»).

Ha sTukeTke GaHKH YKa3BIBAIOT JIOTOTHII
«BEJIDAPM>», ToproBoe HAUMEHOBAHHE
JIEKAPCTBEHHOIO Npenapara, MexKIyHapoIHoe
HEITATEHTORAHHOE HAUMEHOBAHHE HA DYCCKOM H
anramiickom (Ademetionineg) s3pIKax,
JIEKapCTBEHHYIO HOPMY, DO3UPOBKY, KOIHIECTBO
TalieToK B OaHKe, HOMep cepuH (COTEepKUT NaTy
[IPOU3BOJICTBA), JATY UCTEUEHHSI CPOKA FOOHOCTH
(«lopen po...»).

2) Bropuunas ynaKoBKa JIEKAPCTBEHHOTO
' mpenapara,

Ha navke yxassiBaroT HaMeHORaHWE JIEpIKATEIISA
PErHCTPALHOHHOro YAOCTOBEPEHHS, ET0 CTPaHy,
Jorotun «BEJIGAPM», «MecTo MpoH3BOACTBA:Y,
aJipec MecTa IPOM3BOZICTRA, TeNnedoH, afpec
QIIEKTPOHHOH MOYTH, ajpec HHTepHeT-caiTa,
TOProBoe HaHMEHOBAHHE TeKAPCTBEHHOTO
[IPENApara, MeXIyHapOIHOe HETIATeHTOBAHHOE
HAVMEHOBAHHME HA PYCCKOM U AHINIMACKOM
(Ademetionine) sA3bIKaX, NEKAPCTBEHHYIO (OpPMY,
J03UPOBKY, KOMTHYECTBO TabNeToK B OAHOH
YIAKOBKe, HaMMEeHOBaHHe H CoflepKaHue
ASHCTRYIOILLIErO BEIECTBA B OJHOM TabneTke,
«IToxazarus x npHMcHEHUKO: BeromorarebHas
Tepanusi MPpH YCTAHOBJIEHHBIX XPOHUYCCKHX
3a00JIeBaHHAX MEYeHH, I VIyYIIeHHs |
nozanepxanus ee Qynxuuit. [loppmrennas
YTOMISE€MOCTh [IPUA YCTAHOBJIEHHEIX XPOHHYESCKHX
3a00NeBAHNAX TICUCHEY, CHOCO0 IPUMEHEHHS,
VCIOBHA OTIycKa, « XpaHWUTh B HEJOCTYIIHOM Jijis
JleTel MecTe», YCIOBHA Xpanerus, «He

' «Ilepen npuveHeHHEM 03HAKOMBTECE ¢

| IPHMEHATE 110 HCTCYUCHHH CPpOKa F'OTHOCTHY,

HHCTPYKITEH, ITPUX0BOH Koz, dapM-Koz,
KOHTPONLHO-HASHTH(HKaHOHHEIH 3Hak (KI13),
C7100aNBHEIN HIeHTHOHKAMOHHEIH HoMep
Toproeoi equuME! (GTIN), HHIUBHTYaTBHEIH
HOMEp 10TPeOUTENBCKOM YIIakoBKH (SN), HoMep
cepyH (COMEPHKUT ATy [IPOU3BOACTEA), NATY
HCTeYeHHs cpoka roguoctH («'ogeH go...»).

TOPrOBOE HAUMEHOBAHMUE
IIperapara, JIeKapcTBeHHAs
dopma, IO3HPOBKA, HOMEP

CepUH, CPOK TOJHOCTH.
2) BropuuHas YIAKOBKA
JIEKaPCTBEHHOIO NPEnapara,
Ha nauke yxazamsr:
HAHMEHOBAIHE AePKaTeNs
PerucTpalloHHOrO
YAOCTOBCPEHMA, 60 CTPAHa,
norotun « BEJIGAPM», «Mecto
MPOU3BOACTBA: Y, aNjpec MecTa
NpOU3BOJICTRA, TeNS(OH, aapec
BIIEKTPOHHOMN IOYTEL, afpec
WHTEpHeT-caiira, Toprosoe
HaHMEHOBaHHE TEKapCTBEHHOTO
[IpeNapara, MEH(IyHAPOAHOE
HEMATCHTORAHHOE
HaHMEHOBaHHE HA PYCCKOM K
anrnuiickom (Ademetionine) |
A3bIKAX, JIeKapcTReHHad dopMma, |
JIO3MPORKE, KOJAYECTBO
TaOIeToK B OQHOM yIIaKkoBKe,
HAaHMEHOBAaHHe M CONepIKaHue
JEHCTBYIOLIErO BEIIECTEA B
omnHoM Tabdnerke, «IlokazaHus kK
rpuMerHeHno: BenoMorareisHas
Teparus MpH YCTAHORTESHHRIX
XPOHHYECKUX 3a00NeBaHuIX
IEYEHH, U1 YIy4LIeHH U
noepKaHys ee hyHKUUH,
TloRBIMICHHAS YTOMISEMOCTD
NPH YCTAHOBIEHHEIX
XPOHHYECKHX 3a00NIeBaHHIX
Ne4eHH, CIIocod IPHMEHEHNS,
YCJIOBHA OTIIVCKA, «XPaHUTH B
HEJIOCTYITHOM [[15 JIeTei MecTey,
YCITOBHS XpaHenus, «He
TIPEMEHATE [10 UCTEUEHMH CpoKa
rogHocTHY, «Ilepen
[I[PHMEHEHUEM O3HAKOMETECE C
HHCTPYKIMEH, INTPUXOBOH KOJ,
hapm-Kko/1, KOHTPOITBHO-
HIeHTHQHUKAIMOHHBIM 3HaK
(KH3), rneGansueiii
MIEHETHOHKALMOHHEIN HOMep
Toproeo# eauaunpl (GTIN):
04680136232443,

- HHTUBHIYAJIBHbIH HOMED
TTOTPeOATEIBCKON YIIAKOBKH
(SN). Homep cepun
(COmepsKMT JaTy IPOU3BOACTRA),
JlaTa UCTEUCHHS CPOKa IOIMHOCTH
(«omeH no...»).

XpaHeHHe: TIPH TEMIEPATYPe
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Ne ITokazaTenn TpeOoBaHAA K KAYECTBY PesynnLTarThI
n/o KA49eCcTBa mo HJI HCIBITAHUH
He Beuue 25°C,
XpaHeHue ITpu Temneparype He Bbime 25 °C CootseTcTBYeT
Cpok roHoCTH 3 roga CooteercTByeT

Jaxmogernne OKK

Coomeemcmesyem mpebo

BAHUAM

Hauaneamx OKK

e 6 ?g/ — | :

HI JHI-Ne(007855)-(PT-RU)-281124, (TTocnedosamensrocms 0003)

KK, Cynemener

{pacnmdposKa MOTMEHCH)

_(momck)
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