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YacTtb 1: NMoHAaTne KavecrtBa

Yactb 2: GMP -Y4TO, SAYEM, KAK
YacTtb 3: CpaBHeHue - GMP/FDA
Yactb 4: MNMpoaykuus Vision - PEAJIbHOE kavecTtBo.

YacTtb 5: YHUKanbHoe npegnoxeHue Kayectsa Vision
— OCHOBHbIE aKLUEeHTbI
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Y10 3HauuT KayecTBO -

. 3TO CTeNeHb, B KOTOPOU HAOOpP HEOTBLEMIIEMbIX
XapaKTepUCTUK COOTBETCTBYeET TpeboBaHNAM”

(CornacHo 1SO 9001:2008)
o KayecTBO OLleHUBAETCH C TOYKU 3PEHUNA 3aKa34YMNKOB:
HACKOJIbKO XOPOLUO YAOBNETBOPAITCA UX HYXAbI U
oXunaaHus.
* [loHATHe KayecTBa MOXeT 03Ha4YaTb pa3Hoe Ans
pa3HbIX foOeun.
e KauecTBO AOMKHO PacnpoCTPaHATLCA Ha LIEHY.

e KauecTBO O3Ha4yaeT He TONbKO LeHHbIe CBOUCTBa U
BHELUHIOKO KpacorTy.
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BMW X5 Shuanghuan CEO
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Mercedes CLK
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O4eHb BaXHO
y3HaTb U BbIOpaThb:

e [IpaBUNbHbLIN NPOAYKT
n
e [IpaBUNbHYO KOMMNaHUIO

Bonpoc — KAK 3TO COAENATb?
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YacTtb 2: GMP -4TO, 3A4YEM, KAK ....
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Ecnun 661y Bac 66111 BbIOOp,
raoe Obl Bbl XoTenu NpuHATL NULLY:

30ecCb nnum 30ecCb
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« Bam gaxe He Hago Aymatb.
* [1OoTOMY 4YTO Mbl HE XOTUM PUCKOBATb, MPUHMMAas MULLY.

HO KAYECTBO - BELLIb CYBBEKTUBHAAI.

[ToaTOMY B LENSX CHMKEHUA CyObEKTUBHOCTM, rOCyOapCcTBOM
ObIN YTBEPXKOEH PAL 3aKOHOB, PErynmpyroLwmnx CBONCTBO
noTpeodnaemMblXx HaMn NPOAYKTOB — Oyab TO NULLA UK
nekapctea unu bAL, — 4ToObl 4OOUTBLCS NPON3BOACTBA
6e3onacHbIX NPOAYKTOB U 3aWMUTUTb NOTpedbuTtenen.

Takue TpeboBaHua Ha3biBatoTcA GMP (Good Manufacturing Practices)
wnu lNpakTnka Hagnexatwiero Nnpon3BoACTBa
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YTto Takoe GMP (npakTuka Hagnexawiero npoM3BoAacTBa)?

GMP aBngaetca 4yacTbio CUCTEMbI Ka4yecTBa, KOTOpas OTHOCUTCH
K Ka4eCTBY NPoayKTa U BKITHOYaEeT cebsi:

* [lponseoacTBo
* /lcnbiTaHne npoaykumnm

OcHoBHoU npuHunn GMP — ka4yecTBO NpoayKUnnN HE MOXET
onpenenaTbcs Ans BCex npoaykToB BMECTe, a AOSMKHO
TLATENIbHO N3y4aTbCs A4 KaXX40W napTum NpoayKra B TeveHne
BCEX CTaaun Npon3BoACTBEHHOIO Npouecca.
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Hecatb npuHuunos GMP
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[TowaroBoe onucaHne pabo4ven npoueaypbl u pabota No MHCTPYKLMUAM
CnepnoBaHue yTBEPXAEHHBIM NMpoLeaypamM 1 MHCTPYKLUNSM
[okymeHTanbHasa paboTta no COOTBETCTBUIO XapakTEPUCTMUKaM

PaboTa no Ha3Ha4YEeHUIO (CUCTEMbI BbIMOMHSAT TO, YTO JOSTKHbI
BbIMOJTHATD)

PaspaboTka n Hagnexaliasi ycTaHOBKa NPONU3BOACTBEHHbBIX MOLLIHOCTEN
n obopyagoBaHus

HabntogeHne n obenyxnsaHme npomn3BoacTBEHHbLIX MOMELLEHNNA U
obopynoBaHus

Onpegenenne, paspaboTka n geMoHCcTpaumsa pabovynx KOMMNeTEHL NN
3aliuTa oT 3arpsi3HeHud

BHenpeHune kayectBa B pabo4vnm npouecc nyTémM CUCTEMaTUYECKOro
KOHTPOMS KOMMOHEHTOB U NMPOLIECCOB NPON3BOACTBA, YNaKOBKY,
MapKUPOBKN N T.4.

[poBeaeHne nnaHoBoro ayauTa
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AreHTCcTBa Nno ceptudpmkaumm

e |CH (MexayHapoaHasi KOH(pepeHLUnsa No rapMoHmM3aLnm
TEXHUYECKMX TpebOoBaHUN K perncTpaumnm riekapCcTBeHHbIX

npenapaToB a1 06LEeCTBEHHOro NoTpeodrneHns)
e BO3 (BcemunpHasa OpraHusauusa 3apaBooXpaHeHuns)

MHorue ctpanbl co3ganun cobcteeHHble ctaHaapTel GMP B
COOTBETCTBUM CO CBOUM 3aKOHOOATENIbCTBOM:

o EC: EBponenckoe MegnumHckoe AreHTCTBO + COOCTBEHHbIE
KOHTPONUPYIOLLIME OpraHbl CTPaHbl.

e CLUA: US FDA (YnpaBrneHue rno caHntapHOMy Ha30py 3a
KayeCTBOM NULLEBbLIX NPOAYKTOB U MEAUKAMEHTOB)



YacTb 3: CpaBHeHue aByx cuctem — GMP/FDA

Comparison of 2 systems

Esponencknn GMP u US FDA GMP
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YpoBeHb CTaHpapToB KaquT
MULLEBLIE eKapCTBeHH
S— 7 17—

npenra'rbl
£ 3
3aKOHbI O GMP
MATaHUN MNuwe
| [Noba

* He aHarnoau4Hbl MeOUUUHCKUM, ceu4dac rnpuMeHsiromcsi

1ISO 220
3aKOHbI O Muwie
MUTaHUN [Noba
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 [lepBasa nabopatopusa ISO 22000,
cepTudomumpoBsaHHan gna bAL.
CBa3b ¢ GMP ctanpaptamu CLUA ana BA[Ll.

NMALLEBBLIE
NOBABKW

* EBponenckun GMP ana nekapCTtBeHHbIX
npenaparos.

e Ceptudpukauma AFSSAPS (PpaHLy3CKUM
AreHTCcTBOM NO 3A40pO0BbLIM [MpoaykTam),
KoTopoe BbinyckaeTt ctaHgapTbl GMP Bo
PpaHuunwn.
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CtaHgapTtbl GMP ctpaH EC n CLLUA moxHo cpaBHmnBaTtbh. HO!

EBponenckue ctaHgaptbl GMP cogepXxart 3
AOMNOSTHUTENbHbIX BaXHbIX rMaBbl:

@nasa 7: KOHTpaKkT Ha Npon3BOACTBO 1 aHanus
npedycMmampusaem obsizameribHbIU KOHmMpakm Ha
rpou3800cmMeo + crieyugukayuu

\aBa 8: [lpeTeH3nn 1 oT3bIB NpoaykTa [1  obsg3amersibHbIe
ycoriu8UA

‘'maBa 9: CamonpoBepka [ mpebosaHus K
@HympeHHe/vly ayoumy

nsiroc EBponenckmne ctaHgapTbl GMP nmeroT 18 NpunoXxXeHumn.



U REPUBLIQUE FRANGAISE

afssaps

Agence frangoise de sécurité sanitaire

des produits de santé Certifical/Certificate No: HPF/FR/85/2009
CERTIFICAT DE CONFORMITE AUX BONNI 'RATIQUES DE FABRICATION
Cortificato of GMP ofa
PARTIE 1/ PART 1

mmmmmmmammmauammm@sm
Issved following an with article 111(5) of the amended Directive 2001/83/EC,

ummavmmtmam:mmaemwu«mm).-mmmmm confirme les.
Géments suivants
mWMdNFWMW&WMMFWS) the competent authority of France, confirms the following:

&

! Copie conforme
The site of manufacture A |(.,,x,m|
of dostind 4 1' tranger

Do fa soclété LABORATOIRES ARKOPHARMA
Of the company Carros ! 26 Al
Dont le sidge soclal est établi & Lid de Carros Lo Broc ST
Whose address is 1** avenue, 2700 m ,-,* 4

08510 CARROS )
Implanté &
Site address : Lid de Carros Lo Broc

1** avenue, 2709 m

06510 CARROS
A 616 inspecté dans lo cadre du national au n* M 09/177 du 22 avril 2009, déliviée

mmmmmmmmmuammm&:ﬁmﬂomuw-ah :
been inspocted under the national inspection programme in connection with M 09177 dated Aprit 227
mhwmnmndmmrmcmmhmommw“

Au vu des éléments constatés lors de finspection mendo dans cet §|

formes pharmaceutiques mentionnées en partie 2, 1i w“e@\.

fabrication établies par la directive 2003/94/CE.

From the galned during of this the latest of which was conducted from October 28" o Octobor 50" 2008

w-ppaoduapmmwmwwmhmznhmwmomwmmmmwm
Good Manufacturing Practice laid down in Directive 2003/84/EC.

28 au 30 octobre 2008 et portant sur les opérations et
ent de celul-ci est conforme aux bonnes pratiques do

Co cortificat de de ost valable trois ans & compter do la date dinspection, soit jusquau 30 cctobre
2011. Au-dela do cotte date, Fautorité devrait 8¢

This certificate reflects tho siatus of the shte at the time of the noted above and should not be refied upon fo reflact the
compiiance status if moro than three years have clapsed since tha dale of that inspection. This cerlificato remains valid untl October 30™ 2011,
after which ths issuing authority should be consultsd.

L'authenticité de ce certificat pout dlre vérifiée avoc I'autorité compétents
The authenticlty of this certficate may be verified with the lssuing authority

Nom et signature de la personne responsable

e
da Fautorité compétento frangaise (Atssaps) bwa: 14 MAI 2008

Nameo and signature of the authorised person
of the Competent Authorily of France (AFSSAPS)
Pout le Directeur Général et par délégation
do Joan Marimbe
P‘mm:' "".{‘,‘.'""“m o‘:'nmn: " par ame'pbehad” ment d u du Directeur de linspection
of Jean Marimbort
CanersDescr o AFSEAPS Le Chef du dépemmntdumhﬂssmms
Le Chef du dépanem7 des élabihﬂ%4

Aymeric S,

143/147, bd Anatole France - F-93285 Saint-Denls cedex - téh. +33 (0) | 55 37 30 00 - www.afssaps.sante .fr

IRISH MEDICINES BOARD

Bord Leigheasra na hEireann
CERTIFICATE NUMBER: 2010-008

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Part 1

Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Ireland confirms the following:
The manufacturer: Nutripharma Ltd
Site address: Unit 507, Western Estate, Waterford Industrial Estate, Waterford, Ireland

Has been inspected under the national inspection pro in ion with facturing
authorisation no. 7003 in accordance with Art. 40 of Directive 2001/83/EC transposed in the following
national legislation:

Medicinal Products (Control of Manufacture) Regulations 2007 and 2009

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2010-01-26 , it is considered that it complies with :
* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection, after which time the issuing authority should be consulted. The authenticity of this
certificate may be verified with the issuing authority.

Part 2

Human Medicinal Products J

1 Manufacturmg Operatlons

- auths d perations include total and partial manufacturing (including various processes of dividing up,
packaging or presentation), batch release and storage and di of specified dosage forms unless informed to the

contrary:

- quality control testing and/or release and batch certification activities without manufacturing operations should be specified under
the relevant items;
- xf(he Lompnuv is gngaggd in manufacmre of producls with special ical

qui c.g. or products
cy1 hal b with activity or other potential hazardous active
ingredients this should be stated under lhc relevant produce type and dosage form;

Bord Leigh na hEireann

Online EudraGMReviiebkeyndBa0use, Earlsfort (s @018-03:88n > Sig y: Mr Victor Garvin Page 1 of 2
Tel: 353-1-676 4q71 Fax: 353-1-676 7836
Website: www.imb.ie
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cGMP ?

“cGMP” —rge «c» = «current» (=TEKYLLMN), TO €CTb
noATBepPXXaeHne COOTBETCTBUA CaMblM
akTyanbHbIM TpeboBaHUsIM!
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YacTtb 4: KayecTBoO Vision.

[Mpoaykuusa Vision

byab yBepeH, onarogaps PEAJIbHbIM
CTAHOAPTAM GMP
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3akynneHo 6onee 600 BUOOB pacTeHUIA CO BCEro Mupa

« Bonee 700 TOHH CyXux TpaB 3aKynieHo 3a rof.
CbIpb€ nocTynaeT B pa3nnyHbiX dopMax: KOPHU, CEMEHA, NUCTbS,

HMCTbﬂ FMHKIO |
ﬁ'w-
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Cubupckumn
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Vision - KAMECTBO NPEX[E BCEFO

* GMP: 55 coTpyaHMKOB TOSIbKO B flabopaTopun KOHTPONS
KadecTBa

* 3ab6op 0Opa3L 0B U NpoBeAeHUE aHANIM30B HAa KaXkaoM aTane
npousBoAcTBa: 19 coTpyaHUKOB

* Ceptudhnkauma Ecocert ona opraHn4Yeckux nPoAyKToB
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NMPOU3BOACTBEHHbIU MPOLIECC

N3menbyeHue

KayecTBO 3aMOpa)KVI Ba- N cw

pacTeHui ﬁc}
EN JS
2\ /§y

MocTaBKa JApY

pacTeHun
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MPOLUECC NPON3BOOCTBA

L CmMewmnBaHue
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KauecTBO
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9KCKJ1HO3UB: BbICOKOTEXHOTOMNMYHbIW
MPOLIECC

KpuogpobneHue
(Takke Ha3biBaeTcHa Uamenb4yeHMem 3amopaxxmuBaHuem)

BblCOKOTEXHOMOrM4YHOE NPON3BOACTBO: ApObneHmne pacTeHN NP HU3KNX
TemrnepaTtypax C UCMosib30BaHMEM Xuakoro asoTta -196°C

KakoBbl npenmyLiectea?

1.LlenoCTHOCTb pacTeHna He HapyLlaeTcq.

2.He cTpapaet kayecTBO (BCneacTBue HarpeBaHus / OKUCIIEHUS B npoLuecce
obpaboTKn).

3.0nTnMmmnanpyeTcs npouecc buoakkyMmynmpoBaHNa akTUBHbIX MHIPEONEHTOB.

« IKCKNO3UBHO And npoaykroB Vision.
e Tonbko KoMnaHna MoXxeT NCNoSfib30BaTb AAHHYHO TEXHOMOIMMIO
Aans npounssoactea BA[.
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Tonbko GMP HepgocTaTouHO. Vision gononHsiet
ee GDP.

GDP (good distribution practice) -
npakTUKa Hagnexallero pacnpocTpaHeHus

1.KauecTBO NnogaepXxmMBaeTcsi BO BPEMSA pacnpocTpaHeHus yepes
OUCTPMNOBLIOTOPCKYHO CETb, OE3 N3MEHEHNSI CBOUCTB NPOoAYKTA.

2.YcnoBus xpaHeHnsa cobntogatoTcsi B Te4eHUe BCEro nepunoaa,
BKMNKOYasA TPAHCMOPTUPOBKY.

3.CmelumBaHmne ¢ apyrummn npoaykramm HEBO3MOXHO.

4.Cncrema oTcnexnBaHus ang pacrno3HaBaHUs noBpeXaeHHoro
npoaykTa.

5.[Npouenypa oT3bliBa.
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KayecTBO pacnpocTpaHseTcsa Ha Bce!

JTO AOMKHO ObITb Be3e — UHFPeANeHThI,
NpPoOu3BOACTBEHHbLIU NpoLUecc, ynakoBKa, 4OCTaBKa...

IATO AOMKHO KacaTbCA KaXaoro yrnpaBieHnA n otaerna:

e BuneHue, mmccus n ueHHoct KomnaHuum

 ToBapbl 1 Ycnyru

e BHyTpeHHue n BHewHuMe npouecchl ynpaBneHus

 MapKkeTUHroBble OPOLIKOPLI, JIOro U KaHUEeNApPCKue
NnpPUHaanNexHoCTu

* YnakoBKa ToBapa

 Ohuchbl, MarasmHbl U T.4...
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Iloro: "OagHa KapTUHa CTOUT TbICAYM CNOB".

SONY

\/\ IO

amazoncom
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YacTtb 5: YHuKanbHoe npeanoXxeHue KavyecrtBa Vision -
OCHOBHbI€ aKUueHTbl U npoaarowue MOMEHTDI

byab yBepeH C
PEAJIbHbIM CTAHOAPTOM GMP
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NloBopute c FTOPOOCTDBIO:

NMpoAaykTbl Vision COOTBETCTBYHT cTaHAapTy GMP.

GMP - 3TO He NULWEeBOU CTaHAApT U He cTtaHpapT bAL, a
cTaHaapT cpapmMaueBTUKU, CaMbIN XXECTKUWN ANS NOMYy4YeHus.

Ctatyc GMP npucBanBaeTcsa (ppaHLUy3CKUMU U
upnaHackumum ocpuumanbHbIMM opraHamu. B cpaBHeHuu ¢
FDA GMP nmMmeeT psag npenMmyLLecTB.

NMepBasa nabopatopusn, ceptuchpmumnpoBaHHan ISO 22000.

TOJIbKO ata nabopaTtopusi UCnosib3yeT BbICOKYHO
TexHonorunw Kpunoapooneuus ana bA[l.

PaCI'IpOCTpaHeHI/Ie naet cornacHo cucrteme GDP onsa
noanepxXaHnsd KadyecTtBa.

Komnanuva nouu2HaH3 RO u coTnvnHUaAT C HEOU
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Cnacuoo!



