IlepeBon ¢ aHIIMIICKOTrO I3BIKA HA PYCCKHIl AI3BIK
/TucHenslii repd Coennnennoro Koposaescra Besiukoopuranun u Ceepnoii Upaangun/
CEPTU®UKAT O CTATYCE IPOU3BOJAUTEJIA
Howmep cepruukara: MS10082205
Crpana-skcnioprep: Benukobputanus

Crpana-ummnoprep: POCCHUAA

Anpec KOMITaHHHU: Anpec MecTa MpoOU3BOJICTBA:

« » « »
BYPH POV, BYPH POV,

BEKCJIN, BEKCJIN,

KEHT, KEHT,

DAS INX DAS INX

BEJIMKOBPUTAHUMA BEJIMKOBPUTAHUMA

Beimeyka3aHHoil kommaHuu Oblla  BblJ@aHA JIMLEH3US INPOU3BOAMTENs, HeoOXoaumasl B
COOTBETCTBUH € TpeboBaHUsAMH 3akoHa «O JIeKapcTBEHHBIX cpencTBax» 1968 T.

KOHTPO.Ib ITPON3BOJICTBA 1 KAUECTBA COOTBETCTBYET TPEBOBAHUSIM
IMPABUJI OPTAHM3AIIMMA TIPOM3BOJACTBA MW KOHTPOJISI KAYECTBA
JEKAPCTBEHHBIX CPEJICTB, PEKOMEHJJIOBAHHBIX K TITPUMEHEHHIO
BCEMUPHON OPTAHM3AIIMEN 3JIPABOOXPAHEHUSI U JUPEKTHBOM Ne
2003/94 EEC.

®daxr BbIJIa4M JIMIICH3WU HA MPOU3BOACTBO JICKAPCTBCHHLIX IMPEMapaToB, NPCIHASHAYCHHBIX JJIS
NPOJaKU U PacHpOCTpPaHEHUsl Ha Tepputopur BennkoOpuTaHUU WM AJs SKCIOpTa, O3HAYAET,
YTO JIMIEH3UPYIOLIUN TOCYAapCTBEHHBI OpraH B COOTBETCTBUM ¢ 3aKOHOM «O JIE€KapCTBEHHBIX
cpeactBax» 1968 T. Tpu3HAT YIOBICTBOPHUTEIBHBIMH TIPOU3BOJCTBEHHBIE OOBEKTHI U
000pyJIOBaHHE JAHHOTO IPOU3BOJAUTEINS JIEKAPCTBEHHBIX MPENapaToB, a TaKkKe MpU3HAI
JIOCTaTOYHOM KBaJIN(UKALIHUIO COTPY/IHUKOB, OCYIIECTBIISIOLIUX KOHTPOJIb 3a
MMPOU3BOACTBCHHBIMU OIICpalvsIMU, B OTHOLICHUW KOTOPLIX BblJaHa JIMICH3UA. HOMCIJ_IGHI/IH, B
KOTOPBIX OCYIIECTBIISIETCSI MTPOU3BOJCTBO, (PACOBKA M XpaHEHHE, B COOTBETCTBUU C YCIOBUSMU
BbIJa4d JIMICH3UU [TIOJICKAT HHCHGKHHOHHOﬁ IMPOBCPKCE IO MPOMICCTBUHU MMOJIOKCHHOT'O CpOKaA.

Anpec rocy1apcTBEHHOT'O OpTaHa, BbIIaBIIETO CEPTUDUKAT:

ATEHTCTBO MO KOHTPOJIIO 32 JIGKAPCTBEHHBIMU TpenaparaMyd U MPOAYKIHEH 31paBOOXpaHEHUS
(Medicines and Healthcare Products Regulatory Agency)

Mapker Tayapc

Haita Onmc Jlein, a. 1

r. JJongon SW8 SNQ

Tenedon: + 44 20 7084 2593 daxc: +44 20 7084 2595
YTIOIHOMOYEHHOE JTUIIO: Jara Beimaun:
12 urona 2007 r.

[Moarmuck /Tlognuce/ /Tonoepamma: NMUHUCTEPCTBO 3APABOOXPAHEHHS/



AIIOCTHUJIb
(Faarckast KOHBEHIUS OT 5 OKTAOps 1961 1.)
COEJMHEHHOE KOPOJEBCTBO BEJIMKOBPUTAHIUA Y CEBEPHOM UPJIAHJINA
1. Crpana: Coennnénnoe KoponectBo Bennkobpuranuu u CesepHoii Mpnananu
Hacrosuuii obHIuanbHbIi JOKYMEHT
2. ToAmHCcaH
3. BBICTYHAIOIINM B Ka4eCTBE YHHOBHUKA ATeHTCTBA 110 KOHTPOJIIO 32 JIEKAPCTBEHHbIMH
npenapaTaMi U NpoayKuueii 3paBooXpaHeHust
4. ¥ CKpeIUIeH MeYaThio/ITaMIIoM
Y aocroBepeHO

5. BT. Jlonmone 6. 29 HosOps 2007 r.

7. TI'maBubiM 'ocynapctBenHbiM CekperapéM E€ BenuuecTsa 1o mHOCTpaHHBIM AenaM U 1o genaM CoapyskecTsa

8. 3aNe H135467

9. Ileuats/mTamm: 10.  Tloamuck: [xex Muiauran

/[epbosas newamy: MHHHCTEPCTBO HHOCTPAHHBIX
aex u no gesiam Coapy:kecTBa /Moxnuce/
Jlonnon/

/Tucnenas cepbosas newams: MHHHCTEPCTBO HHOCTPAHHBIX [ ocydapcmeennwlii cekpemaps
aes u no gesiam Coapy:kecTBa/

Eciu HacTosmMii JOKYMEHT NpeAHa3HA4eH /I HCIO0JIb30BaHHs B CTPaHe, He yyacTByloueil B 'aarckoii koHBeHUI U OT
5 oxTsi0pst 1961 r., OH 10/ZKeH OBITH NMOJAH B KOHCYJBLCKHUI OT/e/1 AUIIOMATHYECKOH MHCCHM TaKOH CTPaHbl. ATIOCTHIIb
WM OTMETKA O JIETAIH3aIluH SBILIOTCS HCKIIOYUTENHO HOATBEPKACHUEM TOT0, YTO OAIHNCH, IIeYaTh WM MITaMII Ha JOKYMEHTe
SABIISIIOTCS TIO/UTMHHBIME. OJTO HE O3HAYaeT, 4YTO COjEp)KAaHWE JOKyMEHTa SBISETCS BEPHBIM MM 4YTO MMHHCTEPCTBO
MHOCTPaHHBIX Je1 U 110 aenaM CoxpyrkecTBa 0f00psIeT ero coaepKaHue.



