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I'opumen Jloknan 3a eMUCHM Ha MApHUKOBH raszose 3a 2012r.-bankandapma Jlynauua AJl

A.JlaHHHM 32 MHCTAJIANMATA

HnenTuduuupane Ha HHCTAIANMATA:

1. Homep Ha paspeiuTesHOTO 32 eMHUCHHU Ha MAPHUKOBH ra3oBe

Ne 3/2009 roauna

2. Onepatop Ha MHCTaJIALMsATA

“bankandapma Jlynuuna” AJ]

3. HaumeHoBaHMe Ha JJPyKECTBO Maiika
(ako e NMpHUI0XKHUMO)

4. Uucrananusi:

4.1. HaumeHnoBauue

Hapoxo*renﬂa HHCTAaJauA 3a
IMPOU3BOACTBO HA TOIJIMHHA
CHEPrus 3a NpOU3BOJICTBCHH

HYKIH:

4.2. isuckna 1 ce aoknaasaue no EBponeiickus peructsp Ha

HE
U3ITYCKaHETO U MPEHACSHETO Ha 3aMbPCHTEH
4.3. Unentudukanmonen Homep no EBponeiickus perucrsp Ha .
M3ITYCKaHETO U MPEHACAHETO Ha 3aMBPCHTENH
bbarapus
44. C b , I CKH ’
AJipec Ha MHCTaNauUsATa (IbpXKasa, rpaj, NoumeH KOJ1) rp.Jlynsmma 2600

4.5. KoopauHaTi Ha NpOM3BO/ICTBEHATA M1JI011a/1Ka

yn.”CamokoBcko moce”Ne3

5. Jluue 32 KOHTAKT:

5.1. Ume u pamunus Bacwuu Ilerpos
5.2. Anpec (rbpikaBa, rpaji, NOIMIEHCKH KOJI) s o,

’ rp. lynuuua 2600
5.3. Tenedon (+359 0701) 58 222
5.4. @akc +359 701 58 558

5.5. EnextpoHeH azpec:

vipetrov(@actavis.bg

6. 'opguna Ha nokiaaBaHe

2012r.

7. Tun ochblIEeCTBABAHU AEHHOCTH

aeriHocTH no 4i.131B, an.2 or
300C

8.I'ogumna npounssoaurensoct -TJ

86,5

9.Yacosa npousBoautentoct- TJ/h

0,0099

Jeitnocr 1

[Ipou3BoaCTBO Ha TOMUIMHHA
€HEeprus 3a NPOU3BO/ICTBEHH

HYXJIH

1-3

VERIFIKACE CZ s.r.o
CertifikaCnl organ VEWFIKi;ZéZ
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loauwen Jloknaz 3a eMMCHHM Ha MapHUKOBH rasose 3a 2012r.-Bankanpapma Jynuuua AJ]

b. JlaHHM 32 1€l HOCTTA U eMHCHHM BbB MHCTAJALMATA

Emucumu ot aeiinocrra nmo 4. 131, an. 1 u 2 300C
Kareropus MKHUK KITK3 xon U3nonssax Heonggfeneﬂ [TpomeHenu Emucun
KaTi;;)p”ﬂ Ha KaTeropus noaxon (npw :;mx = anroputTMu? t/CO;
(U3umucne M3MepBaHe)
no EPUII3(2) Hne/ 3) (da/He)
H3mepBaHe)
JerHocTu:
A.JletiHocTH
HeiiHocr 1 1o usrapine U3uucnenune - He 5 406
Ha rOPHUBO
O6wwo:1 - He 5 406
OTyereHu
JIAaHHH
[IpexBbpnen CO; Buomaca, Buomaca, BuomacHu
M3MOJ3BaHa | M3MOJI3BaHa €MHCHH
3a ropeHe B MpoLECHTE
NPeXBbPJAEHO | MPeXBbpJieH
KOJMYECTBO marepuall
Mepha
eIMHH1LA [tCO,] [T]] [t an m3] [tCO2]
JeiHocT 1
JerinocTt 2
JeiinocTt No




[opnwen Jloknan 3a eMUCHK Ha MApHUKOBHM ra30Be 3a 2012r.-bankandapma Jynuuua AJ]

EmMucHH Ha NapHUKOBM ra3oBe 0T FOPHBHM NpouecH (M34HCIeHHE)

Herinoct Nel

Twun pewHocT:

JlefHOCTH M0 M3rapsiHe Ha rOpMBO

OnucaHue Ha JeiHocTTa:

l'lpomaoncmo Ha napa 3a NpoM3BOJACTBEHH HYXIH

U3konaemu ropusa:

["opuBo | Ilpupopen ras (F1)
) Januu 3a
Bun Ha ropusoro:  TeyHo A Enunuua JaHuu [Tpunoxen
AJIropuThM
ORI Nm3 2 923 000 3
rOpHBO
B ARTpi TJ/Nm3 | 0.000033641 2a
CTOMHOCT
Emucuonen
dhakrop tCO,/T] 55,2413 2a
®akTop Ha
OKHUCJIEHHE % 99.5 2
OO01110 eMHUCHH: tCO, 5404,9
["opuBo Ne 2 I'aswon (F3)
) Jlanuu 3a
Bup Ha ropusoro: e Eannunna Jauuu [Tpunoxen
Anropursm
Koncymupano T 0.410 3
rOpPUBO
NAROPSTIES T/ t 0.0423 2a
CTOMHOCT
EMucHoHeH tCOy/TJ] 74.0667 2a
(hakrop
®dakTop Ha % 99 2
OKHCJIEHHE
OO0 EMUCHH: tCO, 1,3
O6mo emucuu (tCO,): 5406
O6mo u3non3Bana Guomaca )
(TJ) <

Hzrorsui;




BEPUOUKALIMOHEH AOKNAA 3A 2012

VERIFIKACE CZ

CbrnacHo Hapeabata 3a ycnosusTa, peaa U HauWHa 3a U3roTBSIHE Ha AOKNAAUTE U 3a
BepUMKauns Ha AOKNAAUTe Ha ONepaTopuTe Ha MHCTanaumm, y4YacTBalm B cxemaTa 3a

TbProBus C KBOTKU 3a eMUCUM Ha NapHUKOBU rasose

NaeHTUdUKauMoHeH KOA Ha AOKYMeHTa: 061-BA-13 (061-00-13)

1. Mndopmaumna 3a BepudmkaumoHHus opraH

JaHHu 3a opraHmsauusTa:

Bepudumkaumnsa-6I OO4-knoH MNnosaus

Appec:

6yn.lectn Centemepn N2152

rp.

Mnosaus 4000

BepudukaumoHeH opran:

Certification body VERIFIKACE CZ

AkpeauTaumnsa No:

466/2010

Bepudukaumoren opran N2

3185 AkpeauTtupaH ot Yewwku NHCTUTYT no Akpeautaums

Ynpasuten: mHX.MNasen Bpawwun
Boaew oaguTop: nmHx.MNasen Bpauwmn
Ten: (+420) 777 603 592
E-mail: vrastil@verifikace.cz

Jlnua, otopusupaxu aga

noanuceart AokKnaau OT UMETO

Ha BEpUMDUKAUNOHHUS OpraH:

nmHX.Masen Bpawwmn
nHX.[JenBug ManeHek

Ten:

(+359) 032/62 53 74

E-mail:

office@verifikace.eu

2. UHdopmauumna 3a uHCTanaumnTa:

AaHHun 3a onepaTtopa Ha

MHCTanaumsTa: ~bankandapma-AynHuua” Al
Byncrar: 819364374
WHcTanaums: .Bankandapma-Alynsuuya” A

Anpec Ha uHCTanaumsTa:

rp. AynHmua 2600

n/6yn:

yn. “CamokoBcko woce” N° 3

Homep Ha pa3pewwutenHoTo
3a EMUCUK Ha NAPHUKOBU
rasose:

N2 3/2009

FoavHa Ha aoknagBaHe:

2012

Jlnye 3a KOHTaKT:

Bacun MNetpos

Agpec: rp. flynsmua , yn. “CamokoBcko woce” N° 3
TenedoH: (+359 0701) 58 222
dakc: (+359 0701) 58 555

E-mail:

vi vis.




Bepudukaumonen floknag, Bankandapma-AynHuua A - 2012
astop: Certification body VERIFIKACE CZ

Tvn ocbliecTBABaHN
| AeHOCTH:

[OeitHocT 1 Mpon3BoACTBO Ha TONNMHHA EHEPrUA 32 NPOU3BOACTBEHN HYXAM

3. 3aAB/HKEHNMA M OTroBOPHOCTM Ha BepuPUKALUMOHHUA OpraH W
oneparopa Ha MHCTanauyusaTa

3aabKeHUs n OTFTOBOPHOCTM Ha onepaTopa Ha MHCTanauusTa:

-MOHUTOPUHI Ha €eMUCUUTE OT BbINEepoAeH AMOKCUA B CbLOTBETCTBME C W3AaAEHOTOo
paspewmnTenHo 3a eMUCUN Ha NapHUKOBK rasose.

-U3roTBsiHe Ha [oAuWeH A0KNaA 3a eMUCUn, ocurypsBaHe AOCTbN Ha BepudukaTopa Ao
HY>XXHaTa AOKYyMEeHTauua n A0CTbN A0 CbOTBETHMUTE 06eKTU, CBbp3aHM C NpoMULLIeHaTa
AENHOCT.

3aAb/MHKEHUSI U OTFOBOPHOCTU Ha BepUMUKALUMOHHUSA OpraH:

-NpoBepka Ha JAoknajaBaHaTa uHdopMmauuaTa oT MoAWWHMA A0KNaa 3a eMucuuTe 3a
BAPHOCT M CbOTBETCTBUE C U3AAAEHOTO PaspelnMTeNHO Ha EMUCUN U NNAH 3@ MOHUTOPWUHT.
-CbOTBETCTBME HA BepUPUKaUMOHHUA npouec C PbKOBOACTBOTO 3a Mpu3HaBaHe Ha
BepudukaumoHHute opraHn no [dupektmBa 2003/87/EC EA-6/03 Ha EsponeiickaTa
cnyxba 3a akpeauTauums.

4. 1eAiHOCTK OCBLIECTBEHM OT CTpaHa Ha BepudukaumoHHma oprax

B npoueca Ha Bepudmrkauusa, BepudUKaUMOHHUAT OpraH OCbLIeCTBABA CBOSITA AeMHOCT no
KOHTpONa Ha AOKNaABaHUTE €MUCUMWU, B PE3yNTaT Ha KOeTO M34aBa CBOETO CTaHOBULLE
Aanu FoanwHNSA AoKNaj e u3roTeeH 6e3 CbUeCTBEHWU rpewwku U nponycku. UsroteeHuTe
AOKYMEHTW OT Bepudurumnpawms opraH ca:

* CTpaTerMyecku aHasim3 - 3a OUeHKa Ha AeNHOCTUTEe B MHCTanauusTa CBbpP3aHu C
€MUCUN Ha BbIIepoAeH [AMOKCWU/A, OLEeHKa Ha KOMMAeKcHocTTa M obxBata Ha
BepudUKaLMOHHUTE AEMHOCTM B MHCTanauusTa.

* npeaBapuTEsIEHH aHa/IN3 HA PUCKa — 33 OLEHKAa Ha BEPOATHUS PUCK OT MPEeLLKM
B AaHHMWTE 3a EeMWUCMUTEe Ha MapHWKOBM rasoBe, BOAEWM [0 CbLECTBEHO
HEeCBLOTBETCTBME C peasiHMTe CTONHOCTU Ha AOKNaABaHUTE eMUCUN.

* BepudwmkaumoHeH nnaH - nnaH 3a AENHOCTUTE KOUTO Ce€ MpoBexaaT B
WMHCTanauusTa Ha onepartopa

* CbUWMHCKM aHaNM3 - 3a OLUEHKa Ha U3NbAHABaHUTE BEPUDUKALUNOHHU AENHOCTU
B MHCTanauusTa

= AHaANM3 Ha puMCKa - aHa/u3bT Ha puUCKa € NOCNEeAHMUAT aHanms, KOWTO e B
3aKNlYeHne Ha npeaBapuTenHua aHanm3 Ha pucka. C Hero ce noTBbpXAasa
CbOTBETCTBMETO Ha BepudUKaUMOHHMTE AeMHOCTM NOo eTanu  CbriacHo
BEPU(DUKALMOHHMA NNaH M OCbLUECTBEHUS NPeABapUTENEH aHanM3 Ha pucka.



Bepudukaunoren Aoknaa, bankandapma-AynHuua Af - 2012
asTtop: Certification body VERIFIKACE CZ

BepndpmkaumoHHMa npouec B MHCTaNnaumaTa 6ewe HacouYeH KbM:

KOMNeKcHOCT Ha cucTtemMaTta 3a MOHUTOPUHN M AOKNaABaHe:

~KOHTPO/N Ha BCUYKM U3TOYHULM HA EMUCUN BKITIOHYEHU B CUCTEMATa 3@ MOHUTOPUHT
“ AOKNajBaHe, ropusaTa M CypOBMHUTE U3NON3BaHKU OT onepartopa.

“KOHTPON 3@ BAPHOCT M AOCTOBEPHOCT HA E€MUCUUTE OT BCUYKU M3TOYHUUM
BK/tOYEHU B [0AUWHKNA AOKNa4 3a eMUucuuTe.

“KOHTPON Ha AEMHOCTUTE CbrNacHO MNaHa 3a MOHUTOPUHI W pa3peLInTeNHOTO 3a
eMncumn.

W3mepBaTenHn yCTPOMCTBA - KOHTPON Ha BCUYKW M3MEpBaTeNHU YCTPOICTBA
CBbp3aHuW C M3MNon3sBaHWTe ropuBa u matepuanu. KOHTpon Aanu vumaT BanuaHa
Kannbpauwus .

KoHTpOn Ha AaHHMTE 3a AeWHOCTTa — KOHTPON Ha KOoAU4YecTsaTa ropuea u
mMatepuanu n3non3saHu B npoueca Ha paboTta n NpsAKo CBbP3aHM C eMucumTe.
M34yncneHne Ha emucuute - KOHTPOS, AANM U3YUCNEHUNTA Ha eMUcCUUTe ca B
CbOTBETCTBME CbC 3aKOHOBUTE W3UCKBAHMWA./@MUCUOHEH aKTop, KanopuyHa
CTOMHOCT 1 aKTop Ha okucneHune/

KOHTpPON Ha AaHHWTE — KOHTPON, Aanu MbPBUYHUTE [aHHM 3a eMucuuTe ca
MNPaBW/IHO 3anncaHn u apxuBmpaHu. KoMneTeHUMsaTa Ha nuuaTta npsiko CBbp3aHu C
npoueca Ha AenHocTUTe,

KoHTpon Ha nocneaoBaTenHoCTTa Ha  AaHHWUTE -  KOHTpoOn, Janu
nocneAoBaTesIHOCTTa NpU BOAEHETO Ha NbpBMYHATA OTYETHOCT Ha JAaHHUTE e
cnaseHa

KoHTpon Ha MNoanwHua goknan 3a eMUCUWUTE 3@ BSIPHOCT.

5. laHHM 32 eMucuuTe

1.0T14yeTHa roguHa 2012
2. [lata Ha u3roTesAHe Ha Aoknana
OTHOCHO eMucumnTe: 05'02.2013r
MpouecHu emucum (tCO,):
p (tCO,) HE

Emucum ot ropmeru npouecu (tCO,):

4 | 00 5406
O6wo emucum (tCO,):

5406

M3ToYHMUM Ha ropeHe:

[MpupogeH ras v razson

MeTononorus 3a oTyuTaHe:

M3uncnenue
EMucnonHn dakropu:
lNpomeHun B MHCTanauusita npes
OT4YeTHaTa roguHa: HE

6. [laHHmM OT NnpoBepkaTa Ha obekTa

OcCbLecTBEHU NoCelWeHUs Ha
VMHCTanaumaTa nNo Bpeme Ha nposepkarta: | A

AaHHK, n3yepnaTenHo NposBepeHHu,
BK/TIOUUTENHO A0 CbOTBETHUS UM OA
WU3TOYHMK:




Bepudukaumnonen [loknan, Bankandapma-AynHuua Al - 2012
asTtop: Certification body VERIFIKACE CZ

7. CboTBETCTBME C HOPMATUBHUTE pasnopeabu

U3nbnHeHne Ha U3MCKBaHUATa Ha nNnaHa
33 MOHWUTOPMUHT : OA

U3nbnHeHne Ha U3McKBaHuATa Ha
paspewmnTeNHOTO 3a eMMUCum Ha
NapHUKOBW rasose:

W3non3saHe Ha ogobpeHara
MEeTOoA0Norns:

N3nbnHeHne Ha nanckeaHuaTa Ha 300C
M Ha Hapeabute no un. 131n,an. 1 n 2
300¢C:

55 5|5

MbnHOTa Ha AOKNaABaHEeTo:

8. ChoTBeTCTBME C NPUHLUMNUTE HA AOKNaABaHe

MbnHoTa:

TouHoCT:

MocnegoBaTenHocT:

CobuwecTBeHoCT:

JocroBepHocCT:

[Mpo3payHocT:

YCbBbpLIEHCTBaAHE:

SEEEBEER

9. BepudmKauMOHHO CTaHOBMLYE

Hue, Certification body VERIFIKACE CZ
OCbLEeCTBMXME MNpoBepKka Ha AaHHUTE OTHOCHO
eMUCUUTE NapHUKOBM ra3oBe, [AOKNaABaHM oOT
,bankandapma-[ynimua” Al 3a WHCTanauws-
.bankandapma-flyniuua” ALl B roguwHus aoknajg
3a emucuute ot 05.02.2013r. Ha 6asata Ha
OCbLUECTBEHUSA BepudurKaLMoHeH npouec
BEPUPUKALMOHHUAT OpraH CTUrHa 40 CTaHOBULLETO,
4Ye AOoKnaasaHuTe AaHHW 3a eMUCUM Ha NapHUKOBMU
rasose ca HafeXAaHu U JOCTOBEPHMU.

CraHoBuuUle—3aBepeH




Bepudukaumonen [loknaa, Bankandapma-AQynuuua Afl - 2012
asTop: Certification body VERIFIKACE CZ

Mnosans 08.02.2013r.

Boaew, Bepucukartop:
(ume 1 noanuc) A

‘
4
&

nHx.Masen Bpawun-Boaew Bepudukartop

Jlvue, noanucano aoknaaa 3a eMUucuuTe oT
UMETO Ha BEPUPUKILNOHHUA OpraH:
(ume n noanuc)

nHxX.dasua aneHeK-3aM.anaBMTen-{
BepudurkauporHeH OpraH »

BepupurkaumoHeH opram:
(HaumeHoBaHMe u neyar)

Certification body VERIFIKACE CZ

g



@ctavis

think smart medicine

AEKANAPALMUSA

MNognucanuar TMETDHP MUTEB MNETPOB - B KayecTBOTO MM Ha M3nbiAHUTENEH

AMpeKTop Ha “BankaHdapma-AynHuua” AJl, cbC cepanvuie M aapec Ha ynpaBieHMe:
rp.AynHuua, yn. “CamokoBcko woce” Ne3 u EUK 819364374,

AEKANAPUPAM

UCTUHHOCTTa Ha AaHHMTE nocoveHH B [OAMWHMA AOKNAA 3a eMMCHMM Ha
napHUKoOBM rasose 3a 2012r.

MUsBecTHa MM € HaKasaTe/siHaTa OTrOBOPHOCT, KOATO HOCA no 41.313 ot HK 3a
AeKnapupaHe Ha HeBepHM [aHHM.

JAEKNAPATO

/2 922 . 2013r.
p. AynHuua

Balkanpharma Dupnitsa AD 3, Samokovsko Shosse Str. t (+359) 070158477 | @ dupoperations@actavis.bg
Dupnitsa 2600, Bulgaria f (+359) 0701 58 555 w www.actavis.bg



