
.MHOTOflPO6'IAHA EOAHIjLIA 3A AKTI,IBHO AETIEHI-iE - AOEPIi9' AA
| !o6r{qqmErr"-

Arec.N.:t1..1 ...20.q . oJ s p AoDp{qj Ha ocHoBehe u I l1h cn o. ldopd3d
oouecrBeHre noprqxn, ce cmDqt Hacsrrixm ,comBop Mex.qy:

"MHO|OI]POOI'JIHA SOJIHIIUA 34 A]<TIdBHO IETIEHIIE NOFPI,,jI]' A!
.p. Io6pnq. ck cendrue r qpec na ynpdt€Hne: .p. Ao6poq. yr. nasator XoroB 24.

rn. 058/600160, Oec: 0J8/600414. *mail: oblb@beqon.nel, EI'l( 124141102.

or A-p CBooap EaficeB ner?oB lbn!rutrdeH lripemop Ha

rpyxecrsom, Hapnegra B63J]OXr4TEJI
"CO@APMA T?EI,l,Ul{Hr" AA, clc celutue B rp, Coott 1756, anpcc na

ynp@eHue: yr. Iacsap CEHqeB" 5, CoOapMa 6e3H€c Taybpc. C.pua A . er. 12. EI'jK
10126?194. npeacrMrDmo or ArMnBp reopmetr AIMtrpoD. onpeleneH 3atsnlnHuru c

PeueH& i,{s Il/ 01.04.2019 rc!. !a I&nM&MH{t
npoDeleHa npoueaypa 3a B6rrarme Ha o6uecrseu nopl*a nn or(P,ror! c npelMer:

IocroDxa sa MerrqxHckt BAdnq. Mpnqas I'l3ll bIHrTEn

AoroBoP lf4l l/

CTpaHre ce cnopayMtxa 3a cteaHom:

NPEA4ET HA IO|OBOPA I,I IIEHLI
qneH l.(l) U3DLIHUTEI''| locra$ !a B63,rlOXrTE L terrqrscxre

B!{m no creE reo6oco6eH" no3srruu:
no o6oco6esa oorrusr Ne 2 CnpuHuo*s ra xpneEel
no o6oco6cna no3,rr"r L 4- Pr(mrun deftpunq!, lottflneH. paMepl s.

M, L. Xl - onarcB@no 100 6p. uu apy.a;
no o6oco6eHa n$nurr ){, 14 vperpuHtr xare9" OonrcMi
no o6oco6eoa no3nqm lV! 20- Psop6rpyeM xeuoctar'k or pe.eHtp,paHa

oxcslrlasa uoryr@arnn pexa7.5 x5 cMl
IIoo6oco6eHa tro3trqurxs2l- Crepura xerarrloDa xplBocnrpaqa B6a 8.5 x

flo o6oco6ena ncruD Ne 24 tlHry6aqxoHsu rpl6r npolpacH! 3a

no o6oco6$anolrqsr l& 26- IapnHrrulr, knqopolnr Maco;
I]o o6oco6eHa oo3,u!r N! 12 I]onr d u,rB{x xrpyprr cHr koHuui
no o6oco6eHa ndrq{, Ne 37- MspreHr npeBbFoqM Marepndr or 100 %

no o6oco6ela no3rurt Ne 40 CEpuns" npeBFrMr
no o6oco6csa nos,rrm lG 43- K,Nnr 3a mnda Bp6D- ope6peEa lafl c

no o6oco6ela noinu$ L 65 npeanoHa npecruka c lcxre8, ioHr B

npelsal! sacr s H! p6xaBrE. Bb3npenmoBaura npeMnHaBddo
mm&onro e ylacrBm B orxprrara @ouelypa 3a BruamHe Ha o6uesrBeHa noplqxa.

(2) UeE,E qa Ha I€naJlHI4TErrl ca cbMoHo
qcHoMre npeuoxeH{r n ce rcnMeHHa {acr or lo.oBopa

(3) npo.so3rara cronHocr na lorcBopa 3a Bcrrc o6oco6eHa no3,usr e

locoqefla B rresoBoro npearoxeHre.
(4) npordGnnre B aokyMeHrairmm 3a o6'xe BeHa

nopbsa He roparFsr 3@xen{e 3a B!3IOX,ITEL !a 3arynr B noco\eHnr o6eM.

CPOKOBE HAq'iH HAIIJIAIqAHE



"MHOIOI1PO.bI] HA EOAHI,IUA 3A AKTI,IBHO  DqEHTIE -AOEPI-trl' AA
rs!flls{4.tr|bG 4 r.ho db@k8drt'

Llrer 2. CDo6r !a Eacroruu !o.o&D e t 2 ueceqa or aamra
My. IoroBoplr npo,4lrxua lenctBte ro cn !o curossft Ha lorcBop c aPy. nnbnHuren
cnq npoBe@se Ha o6rccDeHa nopr*a.

qn€n l. MentuuHcmr !r!en,r ue 6!rar.uocraBtln or I'i3nUIHI'ITEJUI Ha

Bb3IOXI,lTErUl B cDor no ?2 (ftaeMnecfl n Eal eaca oI

tlld 4. n ruMam Ha t€n'bIHl'ITEJUI cyMa no Bctrc maen
6ue nnareHa or B!3IO)K4TEJUI no 6asrcDara oMerKa ua u3II!"rIHI'ITEJUI D cpok ao 60
(u4r!ecer) 6es-q.p!, lor cre! MoaHtu da 4mypa or lanljlHl-jTEJvl.

Llreq 5, Cpo6r Ha maHoo {
Murc or 60 % or o6nrara rorH

MJICTO HA II3IIb']HEH],IE 
'I 

NPEMI,JHABAHE IIA COECTBEHOCITA
qn€H 6. 3a Mrcro

''MEAn-Ao6prc" A,q ry. Io6prc, yn. naHlior x,roB N! 24. rBero ..Eortslqna arerc".
qneH 7. Co6meaocm Blpxy emt n p,c6r or

DaEe npeMnaBa Blpxy Bl3noxr4TE"lt m MoMelna 3a

npueMaH@ rM pneMo npe!@afer€n npofokon un" apyr

NPABA T 3ANAJDITEH],I' HA 
'i3NIIHI4TE'IUILLeH 8. (l) U3Il,btlHliTEJUIT e ]tn!res !a cknFqr lofoBop 3a

(omm e oorDnn 3a ycacme
nolmndcrrr. B cpok !o 3 aHn or cmosdft Ea noroDop

nnMnrl:ltm mnp@a rcn{e Ha lofoDopa sr{ Ha !olcmoftnHoro cnopayMe{{e Ha

no u.66, s.2 r ll m
30n.

e) nolmnbrHsMrt HtMd npaBo !a np*ludar e!8a
xetsocrlre. fto{ro q DuoceHn B npe@m HalotuBopa3a noltsnsnHeHue.

(3) HcatunctMo
orrcBopHocma 3a mEEeHne Ha aomDopa 3a o6q€crB€ta noPlqfta e Ha ll3ilajlHllTE,tlt.

(4) BA3IO)IO{TEJIJIT HrMa !a BBGpuBa rnpemM padrauaH& c

IlneH 9. I{3Ill.IlHrTE.IltT e !n
L orrcBaprr Ha nrcrcdnrra Ha q. 82, d. I d 3MI4l
2. cromdcrBar oa muc$dnm na ArpemBa Ha EBponeficM napneeHr t

CbDera Ha E8pora 9849 EC aa Merur$Hcruft cp€ama ra asamomrka (IvD) - cNo 3a !H
Btrrlo lssHomsHr MeanqrHco rclsxi no cM,c;na ra $ l. r. 12 01 AP Ha 3Mr,L

3. or.oDaprr H! u3nc(@r,r4 no@qer! r ,(okyMeHrairxra 3a o6qedBeHa

qnes I 0. lBnaJiHI4TEItT B cpoka da aorcBopa e &6xeH aa rMa popcrc8uc
8nr ylocroDepeHre 3a EproBnr ra elpo c Melruusck{
il3nMHrrnHrr rrpe$op ra 

',IAI 
no pera Ha 3Ml,l.

rl'eH ll. I,l3[MHl,lTEItT B cpoo ra lorcBopa e @!xeH F nprnaF t
no@pxa crcreMa 3a ynpaBneHne Ha rclecrBm EN ISO 900i nhrs EN iSO 13485/11488.
,&rn e$rsuema. c o6xBar B o6nacm Ha npor3soldDoro n/nnr cprcBnrE c

.Lner 12. I43flUIHI4TEJUIT B cpoft Omypa m



MHOTONPO6I'AHA EOAH',IUA 3A AKTI'BHO AEI{EHUE - AOEPJ-I'{' A{

flPABA l,l 3A,UI,JIXEHI,I,I HA B b3,'lO)l(l4TEJIt
qn€H 13.(l) BA3IO'CTTEITT rMa nparo !a npoBeprBa ftomqecrBoro Ha

pu ycraHoBrBde HaxeGos@rBr. c lcrer !a yBenoMu

I,I3Ib,TIHUTEJUI B c@x or 24 caca.
(2) I1pn y@HoDrBtue

MeeunHcd Eaenqr B63nOl&4TEItT e eqlxeE !a yBeloMr l43tn,rlHI,lTEL B cpoK

(l) HecborBercrBtso r rc{ecrBoro ce ymHoBrBa c
npomkor.GmaBeH or rcMrcn nnqa oa Ba3,rIOXlITErU.

(4) B crycafi. cc I3flUIHITTEJUT B cpo( !o 24 qaca cne,n ,EenoMr8aHq! no
4. I o.nopq lxc{ePo rer Lom o^e 0a n!^a nposep^a.. v)
o ynGrsoMorleHa na6oparoper, qp8 BreMs€ Ea rcHrrona, o6paur or locrDmr4 Mt
qpei $aBHrsasero c npelcrDeHnre Mocrtr,
onrcaune un cEnM$ npx ycacrrero B o6rqecrBeHam nop!!m.

qneH 14. BB3IO]](I4TEJUIT e lrxen aa 3auau 
'mBop€sara 

qeEa B paMepa.
no Howda { B cpo(4 onpe,c€re4 r Hacrorurnr aoronop.

HEvCTOi,iKu
q,es l5.(1) np, k6aBa Ha locrdk or cDatra Ha ta3nljlHltTE[rl c noBece or

24 (,a!a!ecer r qerrp,) qaca. B!3IOI(],I]EJUIT lMa npaBo e noryqn Heycronm B

paMep Ha 0.1 (Hyna qtro, eara aecda) sa cro or crofirocma ra 3a6derara nocram 3a

(2) npr ycloDrBaHe Ha HecborBermne B {orreecrBm.I€nUIH'ITEJUT e

ro rcnrcmo nP, cneaD@ra locmra. a npn no,c$erc
or crpd* na BA3JiOXI,ITEJUI B clok m 24 caca. npn reBn!
BR3JIOXITTEJITT xMa lpa8o !a nony!{ &ycrotka B p4!ep Ha 5 (ner) Ha cro or

(l) npn ycraHoDrDde Ha HeclonflcrBae B mqemoro, t,3nljlEalLJrst c
c trcBoperoro mcecfto npr crelEaurara

Iocr@(4 a n!tr noxckBue o crlda Ha Bl,3tlOXIrTetU b cpo( or 24 qaca. npr
eM€ Bl3UOXlilEItT nMa npso aa nonyetr Beyctonka B

paMep 0a 5 (nd) Ha mo or @r8oc@ qa {ekaqe-Beqara rocraBk.
(4) B cryqaht no dnHer 2 { l, a(o IBnA'HI,IIEJUIT ne locaBu

lofoDolEdoro. BA3JIO)ru4TEJ]rT nMa npao !a 3eJnn leo6xolrMnre My MeiuuuHco
nqflm m lPrT locraqr( traro perxara Mey,ay qeHam no ao.oEopa s letcrMrenHo

a ri3n]5nHmE r.
qnetr 16.(l) np! orko Ha q3nljIHl,lTEL 6 locron 3dBcrrr nr

,nu npu 3a6aBa noBece d 48 (eflpraecq u oceM) cacr.
BI3IOXLTEI'T sMa npaBo !a 3a(yn! seo6xo!trM,r My Mc!,ruHcku q3rdn, or lpyr

(2) B dylaDre no npe$orHara dnner pdrn@r ueuy uelara no lorcBopa !
leficrBorerro 3mraftHara qe{a € 3a cM*a Ha fi3nbjfil,lTEju.

qreH I 7, B!3'IOXI,ITEJUIT nMa npdo !a rcm o6Bud$oe s rues psMep
Ha Bpelne, rcnro e npmpmr B perymr Ha raoderara n/u!

rt eH 18. np! k6da na mdird€ or cTpea Ha B!3IOXI,ITEI', noc,carmr
Nm na I,BnatiHl4TEJUI seydoukar u paMep Ha 3a(oHHaE rnxBa.



MHO-ONPO6'IAHA EOAHIIIIA 3A AKT''BHO AEqEPXE AO6P q' AA
r 6&es oeMM! q! h!' d'ralqi id

qneH 19. npr np€ryarrBe. ua ,corcBopa nolan! HemnMa
crpmnre, BrroBlam crpea ftnM H€ycrofim B paMeP ra l0 % (a4er ra flo) or
npo.HdAara cotHoqr Ha loroBopa.

qner 20. Heymt(re, o6*u@qmn n ueBoBrE pamu ro cn. 16, d. 2

Mo.ar aa 6!!ar yalpxaE! or sctno ldxxMo {a U3nHIHUTEL udllde.

NPE(TAT'BAHE HA,4Of OBOPA
rlreF 2l . AorcBopbr ce npe$anBr
L c {nsaHe Ha cpom, ra rctr e cxn@ceR, ocBeE B c4 r re no u. 2, urp.

2. npr c'creMso HeulouEeH{ o rtun, mqecrBo
m cl,ea qa t'l3IlbJIHr4TEIt. nol c!@MHo pa6tpa r*da.
nB4rerr lBa D, noBece nm B pNMre Ha eltfl rdeHAaper Meceq! tn, noBece or Ip"
ncr! s pd(re Ha cpoka sa aorcBopa;

l. npu *1!aBedo !a yqoBm 3a

npelMd ra aorc.opa cne! npoBexreerc sa qempunrpaHr enerrloHsr ftprcre.
4. . cnFan, cc 6!!€ npoM€Hena EopMarrDsara 

'?er6a, 
B p*yrrar Ha {odo

orna.uHe reo6xolnMocm or ! 3!drr, rcnro ca npelMer Ha

5. npr HeBEMox{om aa ce ocnrypr +nnaEc{paEe 3a

nop6crud no nprsHu, (@o B!3IOXI4TE.IUIT He e MoH na npeaBtlo.

aPvfu vcrloBr,iJI
qreE 22. Crldhe no mroBopa {e Momr aa .o EMeHm. ocEeH B cnycdre,

np@nleHrDu.ll6or3On.
rl,eH 23. CrpaHrre no lorcBopa qe perdar B!3rtrkEd,t n

cnopoBe no saeEo 6.,acre o pe4 Ha fn( npe! PoloBo
koMndoHronrr caa D rp. ao6prc. ocBen 0 crycm, rcmro nperelrr"rra € npea,0eoa no
pera {a 3anoBelHoro npoBsorcrso.

qnes 24. 3a BcnqM H€rTeleHn no Hacro,qur lorcBop Blnpocr ue € npdmr
panopc!6rr Ea 3On. nn3on, 33An T3.

LIreH 25.(l) 3a Bdurro a.upecd 3a op{e aHe sa 6o6ueHur, cB6p3aHu c
mcro@r loroBop ce osmr upecre, nocoq€H{ D Eacuoro Ha loroDopa.

(2) npn npoMrna ra laHHre no npc4oloara d,H€r, cmnerHara opaM e
u6xH! /la yberoMu i1py,&a B tptr!{eBeH cpok or lpoM4ara.

npr clcmr{e aomBop € trpoacrdrxa
creaHnre aoryM€Hru ra ao(43 -laH'Base n clorBemre
c |9retoore 3a tro!6opi

l.3a o6@rrerdsau no u.54 u. I, r. I or 3On
2. 3a o6croreroBoro no u. 54, d. I, r. I or 3OIl ylowBeperre r mnca

sa ry6rrcE 3a46neEm, aaueHo or opmme no nPrxolmi yaocrcBepesre or
O6@ra ruq! Ao6pn ra nrnq aa ry6nrcHn 3a!!,xeHut yaomrepexne or o6ruuHaD no
celurun Ha yqamea ra ,mca !a ny6mqr 3anMx€nm;

l. 3a o6@,rencrB@ no s. 54, d. l. r, 6 - yao@BepeHne or op.aHrre Ha
I&nlnHntu& areHqrr "fndHa rHcneqrr no rpyla';

4. CeprnonH, ylocroDeprsaq BrelpeHa crcreMa 3a ynparet
EN ISO 9001 r&m EN ISO 13485/13488 !/un e$rBuema, c o6xBar B o6ntuna Ha
nporFoncrsw r/um rtp.oBxcra c Mearqqcc€ daparypa;



' MHomnPool,lMA Eo HI,IilA 34 AKl!E!9aE!!!11!:-49E!!l-!4
tctetred{r@t E' r'r odb@t!n!

5. Ae(napawt no cn.59, ar' I, r' 3' Dd !p. c u. t3' d 2 m 3Ml{I1 no

3aa6rm'IlrnM o6pa3!u tlpuoredc t1! 3 @ o6Patrre aoryM@ no aoDrem!ffia 3a

Ilpl,lxoxeHrt riM aorosoPr:
L l]enolo npelroaeMei
2. TdErc6rc nPe4roagte 3a wrure&€ sa rcplcnr

Hacsrtrlrm Aorcsop 4 6c@n E r?t erHoo6pan! erceu@Pa' e'au 3a

ll3nbJIHLTE I,l u Da 3a B 63JIO](!ITErUI

BA3IOXI'TU' 143rrr,rH14f€ff: ,'*,J!ri*\-

/-'!:-
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sopharmatradinf

nputoxBHue M 2 - 3adEnxund.E o6p8.q
npedffias c. no .drc o6oco6ehd ndlttut, 3t R6no ce doda.a pq.ph-

TEXHIII']ECKO NPED'IOXEHhE

noanh€HaE 
'AEPUE 

IA XP|CTOBA AltMllTPOAA, ErN
PeftoHaneH ueHtrA)sp nponax6, EonHhqeH na3ap - KoHcyMni6,
nuFosoutHo Ne7692 q 2012.2013 r Ha nb6{a Cor4oBa - Horapryc, por. N! 400 Ha HmpqdHda
€Mapa Ha "coQapMa TpeiA4Hl A,q Gc ceAantrure: |p. CoQri 1756, yn ,'l!ce3ap CraHces Nr 5,
CoOapMa EmH€c TaFpc cDaAa A, er 12, anpec Ha ydpaBneHre D Co4rr 1756. yn ,l!c*ap
cr.H!eB"Nrs,co$apMaErclecTaylpc,ceaA.A er 12,Et4K103267194,

I flperrasM oQepE 3a )aarre no o6o@64a n@sqsF l& 2
\trotu n@ocehe HoMepa Ha a6o@6e4am n$uuu", a rcem npeacm$na .tEpna)
2. Aemap,paM opo{ Ha BanuaHof Ha ooeprara: 3 {rpn) Me@qa or a

3 np,eMaM opo€ Ha rcnlnHeHtre Ha noplexara: 12 (aoaHaaeq) useqa or MEsaHero

4 flpreMaM cpo€ 3a nn5!taH€: ao 60 (!€6A06) {aneHA€pH! aHtr d ,38!pu6aHero Ha
aom6{aE r rcaaBaHero H. oan

s fpreM.M cpo€ Ha aora6ka: Ao 72 (ceaeMAes r nBa)qaca or M

6. rlpheMaM cpo{a Ha rcAHodr lle no-Md6 q 60 % o o6ltaE

7 Aedaprpan ce 6u knp$M qeHoBn npeanmsri io ehs{r H

6 o6o66eHa% io3uque (rc6o o6o@6eHara i$hqyr oMosBa HoMeHoarlps).
o@ceFn o o6ssneHrero

I Aemaptrpa0 @fnacuerc c oaFfe !a iprnoxeHiF npoe6Haaorcsop.
10. B myqai, qe 6:Aa onpeaq Ha noplq(aE ce

noanxcbaNero ia aoosopa 3a ooqemeHa noplc€, aa npeadaBF a{ryaitr ao{y emr yaofoBep$auru
3a dnpaHrB.Ho d npoqeaypfla,

101. 3a o6mFrerdBara no qn 5.4 d 1. r. I or 3On - GhadendBo 3a clAtrMod,
rcaan4o s 6-Mece{Hm cpo( He BelAHom npenn ipeada6rBem:

102 3a dodocrenrooro no cn. 54, an 1, r 3 or 3On yAomrepeM€ u run@ m\
orop_a' rrero npyyoA/'e, yaoc oseper re o otu, E,paaao6pr!:c

nfn€ ha ny6nhcHr 3aAuxeHuii ynomBepeMe or o6utffffi no ceAdn{ero Ha yqadBr€ 3a n{ica rc

10.3 3a o6doirs6odo no qn 54 d 1 i 6 yAodosepeHre

'0, Ceprv+rq, j/aoftBeprBa[ B{elpe E (v reva ]a yrpasreH4e H. <dlerBoro FN SG
900 r//r! rN ISO 1a4tl3r33 f/rD e.Busrner na, c obysc s o6iara Fa rpoy:Bondsom d/r/
ftpbByfia c MelrqrHM anaparypai

105 nenapaqm io cn 59. s.1, r 3, BlB Bp c qn.53, a
o6pa3€rr npffox€Hrc Nr 3 or o6pa3qtrre ao{yMeH Ha eorqMemeqke% o ycade

5. ra'ir;:i ndL'



soeHr#H"t#llV

!!fu!4@=va@M.pohma M nortu 10 2 | '^ 1 npt6'E 0t 6 Baei€tu m0 da@a
Haanxp@Mnoft dpoq.atptu. . \cs( | tradinQ *

,! ri*[E{i
nolnrc Fa TeA6sr..uroro nrlp u necd

r.6prd6 xprm.. AxxnpoE.
P.floi{.H M.rrarEp nroaar6{ 6ori{{.i l@p -
rodcvMmBt
(,M6. 6auuro h O.r,r,', anwm)
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sopnarma traoinF

nputo*Bue lte 2 - 3ad'ttunoteH o6pa3eq
np.dcna.e ce no .ct(a o6aco6eHa rc3u\ut, 3a rctmo c. noAaoa o.Pepn.

noAnrcaHm TAEP'EnA XP!,ICTOBA AMMI'ITPOBA, EIH
P€rrcHaneH MeHmhp na3ap - KoHovsar@ I nuHoMo'rlHik clmacrc
nMHoMouHo Ne7692 or 2012.2013 r Ha ,'1F66 cor4osa _ Hdapuvc. per M 400 H. HoraphdHara

€Mapa. Ba ,CoOapMa Tp€natrHr Aq. 6c Gaannulq rp. CoQhe 1756 vn. .nlc€ap CEkqes'Nr 5

CoOapMa E6H€c TaFpc clpaaa A €r. 12, aapec Ha ynpaseHre rc Co4trr 17s6, l,r ,nlqeap
CraHceB'Ne 5, co$apMa 66HsTay4o, cDaa.A er 12,Er4x103267194

1 npeaoaBtnoQefia3aycsdhenoo0oco6eHano3kuht Nq4
t|aB na@sene HoMeoa He o6a@6eQna na3u46, 3a @no np.dcneame o@epna)
2 Aeu,ptrpan cpok sa Bd,arcq Ha oQepr.r€ 3 (rptr)Meceqa or aa

3a aara 3a f,onaBaHe Ha oaeprd
3. nDrcMau coo@ Na mnMHaHtre Ha nopukra: 12 G6aHa,qed) Meoeqa or cdeBaHeto

4 noreMaM coo€ 3a nnalraFe ao 60 (uedaeer) {demaft! aHi d r3slpuBaHero Ha

,noda36. $ r3aaBaiero $ QaFypa or ,3NHrrent
5 nprcMaM oFaka Ha aodaB6: Ao 72 (en€uasr ia6.)qa€ o

6 no[eMar coo€ Ha rcaHod: He noMa(o or 60 v! o o6uda

7. AeMapspaM ce clM H.npaBM L]eHGx npeAtoxeH,t io BctrcM ioMeHo'rypu Bo@eHh
. o6o@6eHa€ ndnuur (rc6o or{66eHara no3hqoi .hBBa HoMeroarypn)

3. npr€Mau aa ruiMHtEaM schq d@eH' B o6tMei'ro

9 AeMapupaM Grnacrero s c uaFhre Ha nptnoreH,i npoe6 Ha AoroBop
10. B cnrrai ce 6!Aa onpeAsei 3a mftnHnen Ha noplc€ra @ 3anMrcEad nptr

nolnrcsaHero Ha aobBop. € o6qem4a ioplc€,Ia npenmBi anyanHtr aoryM€mh vaodoBeptsalrtr
3a ddpaHiBaHe or npoqeavpm,

{prepr, 3a noA6opl
10.1 3a ooqorsds.ra no cn 54, d 1 r' 1 or 3On - cB|!

arhaHof npeAi np6adaacHm
10.2. 3a o6.roFrddsm no cn 54 d 1 r 3 d 3On - vAoqoEepeHoe 3a nmca Ha

I ryonAB, 3anlnxetrff, tr3A4eHo d opr.Hure no iprxoane vAodoBepaHue or o6!1fr' lptn Ao6prq 3a

ntrn€ He nyottrcHr 3aaux€Hrt yAdo@peHr€ q o6rlliHara no ceaan{ulso Ha vc.-HtrG 3a Ine Ha

ny6nNHs 3aaMxeHrir
103. 3a oodotrddBoro no cn 54 an. 1 r. 6 _ vaodosepeHre

L&nuHrrs|aaEHuMi rna8HahHde{lhnorpyaa i
104 Cepflotr{ar, yaodosepiaaur BHeapeta cMm a 3a ynpaMeHne Ha €qedBom EN ISO

9001 dhntr EN ISO 13435/13433 o/n e{BrctenHa c o6lBar B o6rana Ha npo6BoAds6o k/qno

ft oDshfa c ueanlrHc{a anaparypa:
105 Aedaoauqt no s 59, en.1, r 3 BlB Bp ocn 53. d 2 or 3Mfn no 3aAlnxnenHut

o6pa3eu npMox€Hve Nr 3 or o6pa3qqr€ aoKyMem" Ha noryMeH€usFra 3a vqadre



sopharma tradin)t'

ellfJj44@tv\ow.psFuana oo noert 10.2 u t1.B dprbso d.rd6aad.rt @o dsMe
.a ontauaG-re npcaoonm 'r:t,;lt.e$i

nolnxc ha npeadaMq*@o ru

r!6pxs! xPrfr E llYMtrpoEa
P.floxa.r ModreGp nPoa.r6n 6din$d na.p .
rorcyMd.t
(rx€, 6aurtHo u SaM{.rt, FJl*od)



nputoredue 
^le 

2 - sadLtw.teH oEpE .a
npeacna.r c. tu .6rc o6oco6e4a tu3uuut. 3.

sopharmatradinF

xano ce noaia ow"r,r-

noantraHaE TAEPI4E A XPl,tcToBAElrM9nPOBA ErH r^' _ 
-, s {aqemoro d Ha

PefldiffeH Mestr&Rlp iponar{6i EonHuceH na3ap - KoHcydarGtr n nlnHoMolrHr( GrnacHo
iMHoMoltHo N!7692 q 20 12.2013 | Ha ]l66{a corrposa - Hdaphyc per M 400 Ha HoraptrflBara
€nape, se ,codapMa TpeiarHr aa, 6c coAsntrure rp coQrt r75€, yn. ,n!c6ap cEHceB N, 5,

cooapMa 6r3Heo Tar6pc, orpaaa A, er 12, anp€c H. ynpasneirc Q. CoQki 1756, yn 
"n!ce3ap

cEHqeB Ns 5. coQapna 6mHec TaFpc, clpaff A, er 12, Er4(103267194,

1. np€adaBi ooepE 3a yca6tre no o0o66eHa nmrr.lui r& 14
(MaM n mwn. Hov.pa re o6a@6ffina n@uu, * @na npedcnaesne oiepka)
2 l€oaptrpa cpo{ H. MitrAHoq Ha ooepaai 3 (rptr) uoceqa mA

3a aara Ha noaaBaHe Ha oQePraE.
3 nDreMatu coo@ Ha hiMH€Hra Ha noplc@a 12 (aBaHaaecr) Meceqa or csEsaHero

4 npreMaM cpo€ 3a nnaqaHq Ao 60 (ue-A€s) €neHAaptsk Ad or r3BapusaHero Ha
pofeBda r f3aasaH€ro sa oaFy

5 np"eMaM cpo€ Ha aor.B{a: Ao 72 (oeAe nece aBa) cae or M

6 npueMaM cpo€ Ha roaHM He io Md6 n 60 % or o6ulara DAHM 3 {offeHra 3a

7 Aemaptrpa , qecM HanpaBD qercatr npen deHm no eAM HoMeHoaryps. BOdeHq
B o6oco6eHera n@trum koraro o6oco6€Hffi n6rLrF BmbqBa HoMeHbarypr).

3 npreMaM n. rsnMHrBaM sctre
I ao{yM*raqiira 3a yr.drc

9. Aedaphpa( Grnacrero ctr c oaFne Ha npmoxeHm npoaFHaAoDsop
10. B cnycai ce 6!aa oipenen M noprcFa ce 3aalrxaBaM nph

nonircsaHero Ha aooBopa 3a o6urenseHa noplek, aa npeAdaBe arryd3! AoryMeHrx yaoroB€ptsaurr
npoqeavpara {ano

101 3a o6mF erdBara no cn. 54. a 1,r. 1or3On - cB{Aqenc@ 3a cl,qrMod
rc$aeHo E6 ueee8d cpd( Ha 3

.54.an 1,r.3d3On-yao
ny6ntrcs" 34MxeHrF, rcAaAeHo or opraHne no npfxoArreiyAdoBepeHrc or O6anHa lpanAocpre3a
./1€ 

'a 'y6nr" ', DA! '.e.,q 
ydodoB.perhe or o6Lrce .o .enavu-o Fa y{.crre 3a nunG 

'a 
\

r0.3 3a o66or€nmord r 6 _ yAodoBepeHhe or op€H0re I
tbnlrHdrenM areHLtrr 'lnaBH. rHcne{rrr no rpyAa':

10.4. Ceprhosrar yaodoBeptBaLrr aHeapeha chftna 3a yipasehre Ha €eemoro EN lS
EN ISO 13435/13433 dffx eGnBdeFrHa c o6xBar s oonafia 3a npomBoncrBdo r/h,

10.5 Aebapaqrr io s 59, an 1, r. 3, BlB Bp. c en. 53, a. 2 or 3MUn io 3aquxnents
trrox€Hhe N! 3 or o6pa3wre Aorqdem, Ha AokyMeHrawffa sa yca-rc.



sopharma traatnev

j.6dffi: Y^@me.p.Hs@ tu
ft owpu@ffi Ha 4)d$drpdM.

''.
wru to.z u n a npdaa aa ca rf,aaow ma aanw\n

tr.:li.jl.-
noanx. Ha noqdaMr*@ro nx@ u n.{tr

r.6prd. )bx@ra ArMrrtod
P.nofla.x !.{xacp npoA.r6r 6dx{q.fl naap -

(,ne, 6aw|o , gaMrniq, ArsaF)
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sophafma traainF

- 3.aE xufrotuH a6P..ou
acaka .6ocodeft noiuuut, 3a x6no co nooaea

l

noanrcaH€ra TAEPTEnA XP,CTOBA Al'l[ll4TPOBA ErH _

Pe.uoHaneH deHtrAFp npoaar6i 6onHnets na3ap - KoHcvnerfBM

iuioMourHo N!76s2 q 20122013 r Ha rb6{a corxpoBa - Hd'p'vc per Nr 400 Ha Hd'psanHfa
-iilJ". 

"-" 
.cio""". rp"r^*. AA cc caAanh,re ,p coon' 175€ vn 'flN€ap c-Nea Nr s

cooioua eB*ec Ta!*pc. crpaaa a, er 12 aapec sa vnpasneHre D coQ'i 1756 vr' Ilq*ap
craHceB'Nr 5. CodapMa E6Heciavlpc dpaAaA. er 12 E14K103267194

' 
oo6dooer' u'ust f& 20

iu.ii iq*".i,i""p" * 
"o*a6eaaoa 

rNUbLc l" Noaio FDel'naeere oEepna)

t n"-"o,p". "p* 
-" **4"". Ha o@eprara: 3 (rpr) MeceLra or n

3a aara Ha noaaBaHe Ha oQeptara
s. np*"ut "p* * mn"**,e Ha noplc€m: 12 (aEaiaae@t) M4aqa or chBBaso

a nnaaaHq ao 60 {deda€@l) €n€HAapH', AHu or u3Elpustrcro Ha

rodasKar. tr naaBaHero Ha SaFvpa or mnlnH'rent
s iioremau oqi mlsago so 72 (caedae6 s,q8a) caoa or

-"**"i:lifi],lflt"* 
"a 

bnHo* He io-Md{o d 60 % or o6urmz ronHoq s MoMeH€ Ha

oo*u*" , a"."0r0"", *" "!M 
HaipaBff qeioBtr npeanoxeFit no Bc'qM HoMeHoarypn s6*e!'

B o6m64ft;;3uq;; {ko6o o6o@6eHda nd{u" so6$a HoMeHuaryp')'-*''-- 1. npL** 4" ^* 
3noxmen' noodeHtr E o6ideHrer'

" 
*'**"iii*""",tXT::.""cido 

c, c o.'.,re Ha np,noxe," dpoem Ha aorcBop

roie jvi"r, * o"a" -p"a* Na noplqma ce 3aarnxaBaM nph

*-***-'" l",fu# * "6oi*"iu 
nopo"*. a" np"a*"" aFYarHn nok'M'Hrs vno-oEepiBar{h

;;;;;;-;: ;;;"," 3a dcna*sre d npoueavpd
-t"'0" 

"",tT"""t; ***-*sara io cn s4. d' 1 t 1 or 3on - cBuneren

i:raa-ro 66-ue.e F/q cpol Fa B''"---- --ioz i, "o"i*."-
,;::l;.",& ;:;;;fi;. va".:"*re*" "i 

o',r' a, - "
"v6'"""'%Yre#"k--rei an 1, r. 6 - yaodoBepeHfe d op.Hrre Ha

|43nln F rrenHa aEHurF haBs. trHcie{um iorpvna:
lo4 c.Fuqrla' vaodoseFBaq s{e4era *oe{trc v 'oaa'eHue 

1a bJedBm lN ISO

qoor ,/,nr tN lso '14s5/ 34ss c o6Yd B o6i aft /a rdo/sBoamoro '''nh
coroButra c MentrqMH@ anaparypal'""-_ - _ 

io 6fa!*""*- - !" 5s.d 1 r 3 BlBdp.can 53, an 2or3M n no 3aalnxxrsHm

o6Da3eu notnoreHte l& 3 or o6pa3rlne AokvMeH ia nokv 4tausFra !a ) {adie

NPEA'IO)l{EHTE



sopharmatradtn}f

ltt44@t-v1ffiop.tutua tu nortu 1o2 ! 10 3 npt64a ae @ AAa,a4u do1 dffina
B. Mxqu@rcho M nPoL.EPad -1. 1-

s l.fr:l;r1 _-

noA.rc E npeAftsiEauorc rrqe I nd{
r.6!xs xPYmEa 4;rtrDoB', -P.doxu.{ MoHrDtGp npoadr6r Edi'{'i n'sp '
l{oncy{adE
(huo, GaurqHo I Aasbtt. I',!ffiod)



sopharmatradinP

3a x6no ce na6a.. o.pepna
nphotuu. Nt 2 - 3.dENtn$.d o6pd..4
npeacnaot .. no .Bid .6oco6e$ no3u4ut,

TEXHM'']ECKO NPEANOXEHI'1E

flolr/e rft raEPllEnA xPllcToBA AI4M,TPoBA cfH _ '
Pe oHaneH MeH4*p npoaax6i 6ongA6H na3ap KoHcvMd'8r

"i*"",,r* '.lt7sr, ". 
z{ir:.b013 r Ha ,nF66 conpoBa - Horapnvc per' Nr 400 Ha HorpranBatu

.,"0" J" ,c"O+* rp"re^r- aA clc eaen$'ire rp coQtri 1756 vn 
'rrq*ap 

crasqas M 5

c@;ola 6,!"c'a,apc, sPa,lc A er '2 anpec Fa vTael'F',e o coQ/e 116 vn l!c4"p
ft;e€B N! 5 co@ao{a 6a 

'e! 
laGpc crpaqa A d 2 Fvl( r0r2671e4

e no o6o@oeFa 
' 
6uLYq \r ?1

u.ii'^i*." "6,*. 
i 

"a"abd'an. 
rdLuuP 4 r'Pna rpddLn"e"nd aqepna)

) n".opnp." 
"pornj 

ua","oo Faoderara I''p/''tueradr
*,-"*":*flff:X"gfif;: 

mnln'eH,€ Ha ioplc{ara: ,2 (n'aHaae€r) Me@qa orche'aHdo
nu'ot"oour. 

no,"tu" 
"ooo "a 

nna!€He: ao 60 (uedn€cer) @€HAapEtr aHr d t3BlpuBaHdo Ha

nocraB@a tr r3aaBaHero aa Qanvpa or urlnHdenq'-- --- _ i n1,."- -*" "a 
aoaasa aozz terovqee v 

'roa) 
!'ca o vo{e'c$ rdssaPero

Ho no Msrc d 30 % d o6ur4.or dpaHa Ha B*nox,r6t
a flpreMaM cpo€ Na bahoo:

7 trebaoroa . qe GM ianpaBd uaHoB, np€anNHri no etrqu
B o6o66sai;vq;i (bBrc o6oco6eHsa ndrqhe Eo6csa HoMeHmarlpu)

3 norcMa aa mlllnMsa Bcfq
r Ao{yMeHraqdra 3a )aade

sl aeua pau *mrcrqo o c may3Fe Ha npinoxeHffi npoen Ha AofoBop

iol e oviar "e 
orna onpeaen Ha ioplq*ara ce 3aalnxaBaM nptr

rcam*mm ra ,qo<irgopa s ooui*"ia nopo,u. a" npeao""" anvarls ao(vMe{s vrodoBeptBauru

"r; "; -;**" 
d npoLreaypara

'"- -lo i :i" "om"*"- d 1, r. 1 or 3on
/udaa4 66 #aeL q cpo, Fa d"'-'- --io, i. "o.i**".,4aneFo o dpraev e

"l'i", i,""0"^* oo.*'q. tnmsepe./ed o6uvFara r@qa'qe'o raraoF/{a:ai h'ca H

"v6""""'"%'i"U";-**dero no cn 54 an 1 r' 6 vaoqoBepeHrc or op*Hnre sa

tbnlnHrr€nFa a€sqrR rr.BHE uNcneklrMF no tpvAa :' _ 
,rja c"J',o,u' vr@BepPsaq Brerpera c/des' 3a vtaBneHxe + 6{edBdo EN r<o

9o0r dn, FN so lis5/134ira r',r, e^BMBaneF ^a - o6rBa B

rlp66hirs c uearqrrc{a an.p?rypa:_" 
ios n"-*** nbiL 5s. an I r 3, slB Bp cqn.53 an 2 6 3MIn no 3aa!rxn6nH#

o6pa3eu npmoxeHre Ne 3 or oQpa3qxre aoryMentr Ha aoryMeHrau
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B an"pwaffi@ ap.l|..afuda
.. \t-

nqn'c re npeaoaBrrs@o nrua r @{ .- : 1

rr6Ptd. /frdod ArMnPob
P.e{eoi {'srA)rGp rpoat!6x 6dnx{ofl nslp -
Koicvxn,sr
(,Me 6€uuHo , O'wnot' aruhdl
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*ot*tffi"F#:r

nputov.Hte tlt 2 , raAE xunqed a6D46,
np.dtuaes .a no e6M o6oco6tu noaluu;. 3a k@no ce nod.e ..t.p,,.a

h^_.-. - 
ftornheHda rAEplrErA XptcTOBA Ar4MuTpoBA

iil-l1fri" jq#t:t_;"iN:fi ."ilffi:" tTtr "; Il"J,fi;::,J Xilt"J#i:1"ffi:::du"tu ra.CoQaola tperA/r' .J] Gc edeh!.e ro Coe," t7Jb 
", rr."r"p c,o*l" rrr:Cooapua 6h3Hec T:6pc .fpana A, ei 12 @Dec Ha n

L-dpreB \e 5. coeaora By, ec rarcpc. !.0.!a a e- ,...r'*'.:;S;iJ: 
co@vq r7s6 vn 

"rb{':ap
r. npearsr o+era $ w.d!e, oo6oco6e{a rcj,.r,F Ns 24

6ap.na nNu4re 3a,.hna npd6ra6lne addonar,""*'";::J:%%"i#: '-p"tw*-'o',*-a -"rc!."i..e*
*o.*ooua 

nor"ru* .o*" 
"a 

rcnuHeHrc Ha nop6c@E: 12 (A6aHaAeH) 
'eceqa 

or ch@Batrfo

***-i,ff"Hl"J"",ftr"tr'iiaqaHe ao60 (udae€r) @eHAap'tr aHr n r3BlpuBa'do &

"' -'""" ;.f,:*"*#" * aoda.ra: ro 72 (ceae,A€q 
' nBa) eae oi MoMesa Ha 3assBaHe'o

lomB*a 
6. npreMau cpo€ Ha roaHoq: H6 icdaro or 60 % q o6ltaE roAHod B MoMeHre H.

.-_. - 7l]ef.d,pan!eGrrdimBr.re,oBylpeAroxe,rrlo6c,c<rioracdarypr,Brb{.F,

?^.aif^a:,e^a1 
G-.r-a1: r? l, , f.y3,, e E 1py. + eF,c nooe* Ha nobBop

,,:::1:".'.'i*"rTH-; ;"J;:".#,i""iii""l;",t 
"il,iT"X "Y,tX" 

:iiT,"?,"ffiitri,,1;,ii1
#tr;t,::.:r.l,?i-'

101 3a oonorrsqEft no s. 54 .r. 1., 1 n 3On cBmeEn6ao 3a cbar{or

"'.'""'".""; J,;'il;:iT3'&i,L"Y" l;,1*,,1 J " 30 
' 
- v.oftseoeFve $ nvn% ra

;i;ff ji * lXl,l"]T;ffi ;;i ;"::;il;""" ;i #Hr: li:::i:ff 'ff ;',:?l:l: jt1ff ::: j:

,,."",",::.:i,:.TlT"-":lti""T,it;"li cn, 6' vAodobepe*e o opE{,e ra
i04 _c.peo, a'. ya@ @epFdaqeielpe"a cro""" - F--e r,e Fa €6dsao r^ tso

;::lJ;;t:""|#;#11:,13
-. - 

105 A.Mapa--rr r {, i9 &.1,r 3 B!BBo ccr )J e. d jMr4T ro rA!tu, qFfqaaoa:eLt orroye{ro \e I or oopd3Lu-e roryrek,, r. qo.}veh,alff,a 3a,Lar,e
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34I4u4lglvao^osepow no mstu 10 2 u 10 3 npatua At 6 LEaadstu @0 ae@a
ft onNpu@.tu Na I\tttpdyptua \ :!

50r
noanrc xa np.a@sterrr@ rrup o neqr r -.r' ii l

r.6!rM! xpt@E. lxr.tPo a
P.rioid.H M.x'lFp npoa da Eotrtc6( tt"p -
foHcyrdtt
(urc, 6Eur4xo u $€Mrnxt A,lsd)
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";;;itq"""aaxa 
noiua@ n *oano ce n"a

sopharmatradinF

dt"**^!

"",,","""" 
""*lfiilX" Ilii"L1^#fJ":"iillT":?:;"1lli-, r*;[{ffi.ii:j:;

#";il" ii;#; ,,:,rrois I ia nb6e couposa - Hbrapnvc per f& 400 Ha HomprdHd

i#$*,::bn"rT l" ^ 
r rr'"; ": '1.*;6i;'t{"1"i1!.?'li"}1"""I'i'.,'"" J i c"o*''" s^'* ta'loc cqaAa A e 12 EuN a3/tsl'e^

', ^Elflff ::#H: ; ri?#E"w#:,7::ti;xfr ,."\ !!! ! ? :pp::!^.-- -
)'';#;;; ;""4"* da ooeorara: 3 (rpr) MeceLra or ada

" ** * ":i?,11l#X""H[:ll ^"***" "" 
****a ,, rA6aHaAe@r) Mec.qa d cu@BaHdo

nuootouoo'a 
nor"tut .oo*.a nnaqtHe: no 60 (uedaer) *eiaapHr aHtr or malpuBa.ero Ha

**"*' i1'4XX""i:J"d:-tilyj""i:Jliililf [l,***, *o ** -
- "** 

-1Tfi1,[il:,"-" 
,a rcaiod: He no M.n@ d 60 % d o6urda rcaHod s MoMeira Ha

'o-6v4 7 ae'apupa{ {e cb/ hanoaB'n qeroEr 
'pe^roxedsF 

ro Bc/+' Fo'eh*arvo' Bio'e/'

" 
*--""r mi:*;"'nlm,:*il:.vi:l:;*T":"'::i'"fflill --** " ***-*"

' * **=lT";'.?;XXf;,"?,,-" * ^-r.':1r :?l.pi;H""1.'ffi:f :" ::"9"^."",""" .",ro B dvqafi, qe 6!aa

::r::" ;1":"r*il't'{:";x"r,* r']; ff :n-*:1"::: *:'".s:1"T13"""i""#:
***- *,tT:".t; 

".-"*** 
1r i d 3oF-s,aer6dBo 3a clafMor

-**"'?;T""":ffi:i"";j#T#T:1"if""1*l:T-:-" 3on - vaoftbm*re € nm6 {"

Jt:'ji "',.-;'tri"ii*;*ii{"::r}::l; 
pr."m*::i:l""Ji':.::^Hil:ni;:::i l:

"v"",,"'"%'i-U";6-"**@oro no cr s4. an 1, r 6-yaonosepeHhe or opBBre Ha

fnaBHa dHcne{wq no rPyna

lo4 cef,6/,ar
sool u/6r EN lso 1343s/13433 duno eErBanefHa c (

**-"" :ff i:##,iriTlx1 un "" , , .. "," "o " ",. 
u3, an. 2 d 3Mun no 3aatJ*renH,q

oop"*u nprn"-*&;" N! s ot 
"6pa3usre 

norvuentr !a ao{vMemauiua e vca-tr€ 
,



sopharma tradin;V

34i!@4!!tiva.do@pew tu tue|u 10 2 u 1o3 npt6.a da @ u&adtu ctud @Ma
Ban9a@etuEanpotto.ypdn a a-

"" :.:r :.. .1
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npuno oiue Ne 2 - 3adENnqeH o6pz3dtl
iD.acnt6 c. no 6ca@ a6o66

nolnrcaH.r€ raEPxEna xPxcToBA aMMIITPOAA ETH 1 --
PetuoHaneH MeHtrAJftp npoaar6tr 6onHNeH n$ap - XoicvMarrBi ' fluhoMoulHM{ c$na4o

nsHoMo'lrHo Ne76ei;r 20122013 r' Ha nF6{a coriposa - Hqaprvc per M 400 Ha Hor€pranHdr

-*"p",-"" c"++* rp"oo*l M tu ceaantrlre fp cosri 1756 vn 'n!c6ap cEHses Nr 5

cod.oMa 6mHec Tayopc cDaaa A, er' 12 .Apec Ha vnpasn€Hue D coQra 1756 vn tlc4ap
crasqes' NE 5. Co6.DMe EBH ec Talbpc, dp.Aa A. er. 12 El'1k 1 032671 94

e.o o6@66ca 'or''rhF f& 32

'tuhe merdn. ho$eba 4 o6oca&4ra na3uuw 'a r6na nb'd'naeFnd oEepnat

i au""p"p""cpot' " "-",0' 
oFao(bedara r{.p/'{ece$orI

3a nsa Ha ioaaEarc Ha da€prfla_ 
3 n $e do{a m BilnHeHrc Ha ioplq6ra: 12 (a6aH'aed) M€@qa or csrc6aHdo

nu'ot"oo"!. 
nor""", 

"ooo.a 
Maqase: ao 60 (ueraecer) €neiaapHtr AHf d rsBlpuBa*do Ha

!odaB6? t,3aasaiero Ha QaKrypa or rcnlnktrrere- 5 n;$4 cm{; re;odas€: 
'qo 

72 (.eaeMA€cer k,cBa) ca€ or MoMeFa Ha 3siBc6aHdo

6 noreMau c@ka H. roarcd: He nHdxo or 60 v! d o6ua€

7 AeMaprp.M, ce 6M Hanpasm q4oBq npeanov'Hff no Bc'c{n

s oooms+ara riovqir t*o*o o6o@6€HaE iN,r'ltrc BdsBa NoM'H6aivp')
3 norcuaM !a FnlnHtBaM ec,q

tr a.{yMeKaqstE ra ycadre' 9 Aedap;pcsGirad
iol e dyiar. qe otsa onpeee H' noplc{ara @ 3'num@n np'

nornnc""*uto ,a ao,i"opu ,a oolrgseia ioplqra aa npeadaae anvdHn aoryMemn vadoBepiBall'
;;;;;. ;; ;;;*" * npo,r€avpara €m

roi r: ooromoma'a 'o 
q 5,, ai r 'o lon _ cs'qe-€naBo 3a @/to-

,d4ehoa6 {e.e{Hxecpo{ rcs.raroc ipea, 
' 
peqdaBeqft

5.,c' ._ 3f 301-vA(ft
i/6nr.r,3aaMveihr, vraaaero o' opErrreno lpvroa,re vAodd€pe M' d o6rHa _paAno6pr! 3a

';;; ';;6",*, r"-"";- 
'qo;oBeperue 

oro6q,6a roceadrre o Fa v{d-u@ canvtaPa

"'""".'"%'i"?J";-.**rBoro no qn s4. ar 1 r 6'vaodosepe*'€ or op*Hne Ha

LtunsHirenHa aBHurF rna.Ha trHoe{Llb no rpvaa i
ro4 CeDrr@/,ar uo-BaptBaq B{eppeid Lr!'e*a:a /noaBr'r'e tsa €EosN EN l5O

sOOl urhnv c',1 ISO r3a35rr3j33 ,Mb ecvBre nra c ob{6ar B 06- ara 
' 
a 

'poBsoarBoro 
rlmtr

ruroBrrra c Mear u[ Hc€ anaparypa- -- - 
io ild-"prq* * 

"1 
5s. d. 1, r 3 slB sp 'qn 

53 a 2 or 3Mun io 3aaMansid
o6Da3eu noxnoreH@ M 3 d o6pa3rlrre Ao{vMeHrn Ba 4okvuemtrutra 3a yradra
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1

Jltg94llva@m.6q.tuma tu lwtu fi2u 10 3 d'pdota aE @ u@aa"*A 
"'"1"

H. @xp!.dano da npouodrptu'
sci :t''::i )"

noanrc ia np€rlftMta.qorc r,qB . n4gr '

r.6pxs! xpr@4 axx"poEa
P.doHd't !'sr,rsp np'Jrd6r 6dH'{si ndt'
xo'rytr'fl4
(sMe 6€urno ' Oaflhist arlxrd)



sopharma
"Tsffsr

- .tdttxunq* o6paL4
een o6oca6ea no3u\ut, 2a x6do c. noahrt oQepnt

rloanheHdE rASPhE A XPTICTOBA AI4MhTPOBA ErH ',

P€rrcHanei MeH4Eo nponax6r EonHuqei na3ap - KoHcvMarrch

nMHoMouHo ile7692 or 20.122013 r Ha nb6{a CoirpoBa - Horaphvc p.r Nr400 Ha HorapmnHara

€Mapa. Ha C.$apMa TpenArHl M, tu ceAanrure: lp Co$ri 1756 vn .I!q*ap CEHces'Ne 5.

co$apMa 6mHec Tar"pc. cruaaa A, er 12 aapec Ha ynpaBn€Hre rp co@rt 1756, vn .'l!q4ap
craHqaB'Nr 5, CodapMa ErcHecTaFpc, crpaAa A, ei 12, E1'4( 103267194

I npeamBru .Qepra 3a yqadre no o6oco6eHa no3truff Nr 37
t^to;t nMwne Hoseba Ha a6oca6eHan tu,uttur, 3a ffio npeacna@. oqepna)
2 lqehap,paM cpo{ Ha ealnHd Ha ooeprara: 3 (lpf) recaLr. or n

3a aara Ha noaaBaHe H. 046p6:.
3. norcMaM oooka H.milnHelre Ha noplexara: 12 GoaEaAecer)

4 noheMaM cDo€ 3a nnauraHa: ao 60 (uedaeFr) @eHAapH{ aik d 
"BlpuBaBero 

Ha

lom6rata 4 maa@6. Ha aanypa o dnlrHurenc
5 noseMaMcoo€ tsa !omB€: Ao 72 (ceaeMnecer tr aBa) cac. d

6 npre aM cpo@ H. roaHof He no_Manrc or 60 on or o6uda

I A€oaprpaM clrnasero cv c nay3ne Ha npffoxeHMt np@F ia aoroBop
10. B dyqan, qe 6!aa onpeae Ha noplc{ara e saasMsad ip'

noanicBaH€io sa aoraEopa 3a o64€6BeHa nop*€, aa np€adsat aftv4str ao{vMertr vaodosepiBallrtr
o ipoueavpara

b4ul_ld30f
ftredo 66 uee hrq.Dor Fa BdvaFod npepv ipe?lftsiPeroi

ronrqsr 3aalnxeHff. BIaneHo dopEslre no np$toanei vaofo@peNrc or o6|l1oa rp'n ao6prq 3a

rhca ra nvfnrcitr 3.AlnxeHrFiyadoBepeiie do6urhHft no c.aansqdo H' vqaditr€ 3a nme Ha

103 3a oEdoirsdaoro io qn 54. an 1, r 6 - vAm6ep$re 6 op6Nffie Hg

T.AeoaprpaM, cecM NaipaBun qeHoBtr npeM@N"q noBc^s
a o6o@6eiara i€rqrF {@tro o6o@6eFda ndrqhi soFcEa HoMeHh.rypt)

3. note aM !. mnlniqdaM Bcrc
, aokyMeHr.qsrE 3a yladre.

crdeMa 3.ynpaBn4re ia €q€osdo EN ISO
o6xBs s o6na@ Ha iPoh3Boaftoro dm,

l43f,MBurerHaareHq[e rnaEHa trkcBe{qrt noipyAa'
10.4 CeprtrQtr{ar, yao@sepFaaqBie,cpeHs

9001 h/ffh EN ISO 13435/13433 dMr e*Bman€Hfra, c
ftpmBrna c ueauwHcra anap.rypa: \
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10.5..q6h.paqm rc u 5g,s l r3 6€Bp ccn 53 d 2 d 3M[n no 3aaF soH"
o6p$eq nphNhr€ ilir 3 d o6ps3qr6 aorvren i6 aok)re.@68 e w€fle

' 1^6,J!?,db: va.mo@oolunna no Nqu 10 2 u 1oi WOea Aa Qp udantu ctud @Ma
4 .4rpBffitu Hd npou@wn

nqntc r. npeacr.MiBaur@ ,nqe t r€q
r.6DYtta XD'@B' AxanDoBt
P.rxois.s M'xtA)Gp npoffI|6tr tu'stqoi "3tp '|(orcvxd'r
(ue 6aullko s OaMhm '4Jwor)

**:Tlif'"*' s:Hl3:"'$?1"*.
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oi qpasa Ha B*noxhenc
6. npre aM cPo6 Ha ronHor

7. Ae$apnpaM, qe cl HanpaBff qero6' npeanox€Hue no Bc4ce

B o6oco6aHra no3uud {koro o6o@6eiara no3nq" BoDqBa Ho eHdarvptr)
3 npneMan Aa rciMHtBaM Ecrq

l&nMHurefta areHuhc rnaBHa nHcneruut no rpvaa;
10.4 Cep Q!@, yAodoBepF6aur BHeApeHa

9001 u/rn, EN ISO 1345/13!33 n/hntr e{BiBaneHrHa c
r4.oBreE c Meatr Lrtr Hc€ anaparypa,

nFnaw!. llp 2 - 3.au*ode.E odpa.eq ,/'rt;;;;;;-;; ,:. .;; ;;i*aem noi,auo, u 6ano a n&*a oqopne

noanr@Hara TAEPUEnA XPI'ICTOBA A|4MI'{TPOBA ErH l
PedoHseH MeHi&sp nponax6h EonHuceH ndap - XoHcvuaflBtr u nMHoMoulH"{ clmacHo

nMHoMo'rrHo f&7692 or 20.122013 I Ha no6{a coflposa - Hdaptrvc per Nr 400 ia HoraptrdHara

-"p" 
*" c"+"pt" rp"la*r AA 6c cead,Lrr.: rp cdsut 1756, vr 

"lrqetap 
ftaHqeB'Nr 5'

co6;oMa E6H€o raFpc crpaAa A s 12 aapec Ht vnpa6neHre rp co$ui 1756 vn 
'l!c$ap.r2rq.s" N! 5 CodaDMa 6mHecTaY|pq crcaAaA d 12 E14(1032671s4

i n.dd.BtM o6.ora 5a fctue t ooo66er a rd1!-/c \s !0
,Lk;e noe.ena oMeoa ;. a6.@oaPaqc notu!'e 3a ^arqa npaaffiaePno a@apqcl

z a"-uonpa' 
"po* 

na u"n,enoo rc o+ep€ra:3 (rph) M€@ua da
3a aara Ha nqaoaHe Ha o@epr.ra

3 noueMaM cpo€ ia mnlnHeH,e Ha noplq{fla 12 (aBaHaa&er) Me@qa or cobqBaHaro

ao €0 (Ledae€)
loda*ara , maaBaHetu Ha Q.nypa d Gnlti,rst

s. npraMan opo6 {aAdaB€ ao7, (ceaeMae*M

*eoHAapsr aHtr or ,3slpu*Hero H.

as.)co€ o roMeHE Ha:aqBc@Hero

He no-Man{o d 60 % or o6ur4

s aeuao,pav e r acveroc, Ldavine Ha TvroieF'
10 8 oyrat, s 6!Aa oipeAeneH 3a rcnMHnen Ha noplqcra ce 3aAMxa6aM nptr

noan ncearero m aonjrgopa o ooqemeHa n oplq€ na n peamoi anvsn H tr ao {v MeHn vaodoBept Bau'

;;;.;; ,; 
"*";*"-p""p" 

"'r1"f6"sp; "6**-*ara no qn. 54. d. 1. r 1 d 3on - cB'aerenmo 3a clAtrMd.
uiaaero B6-ye@!F,i.pox I a Bdva 6 rp€lu n0e!-a6ePeroi

rou :" o*imrenosft rc ri 54 ar r' ' 3 or 3on - vaooos'pe{'e rartraa H
4raaaeho a op_arre lo.p,tqMT vlo-oBepeHve d o6!''ca _od ao60'{ r"

;;;";""'o.".* -a"rr.*'. va@BepeFre r o6uxFara no eqa'Lero ia faohra ra 'i''a tsa

tt^* *fr'j*#";*""*^dBno 
no qn. 54, d. 1 r 6 -yaodoBepeiie d ooraHne ha

ctrftna 3a ynpaseHre ia €cemoro EN rsol
o6xBar B o6nada Ha np'BBoadBoro ,txnr
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1O.5.Ipmapaufi no cn 50,d 1r3 sEBp cqr'53 d' 2d3M'1n '! 3aAffid'
o6Neu nDrll@hre r& 3 d o6pa3qne Ioryr€B Ha nory@ftquft $ vq'dro"----'i;1tt{qrt;;;@iow:n; rc m\tu 102 u 103 npAaea oa @ Baatotu @d u@4a
re ontpueiem ca woueoypan

noaisc Ha npeadsBrteororo nru. u n€ca - l
r.6orda rphft 6. avMFpoE.
P.flo$oi r€HnoGp ipoad6x 6dHr{.H nsEp '
r.orcyx.rxBs
lise, 6€urrHo r Qa*rn!t, an*d,
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npuno e|ue N,2 - Jadbn*un$?H o6pa3du
nn acn'Ee ce tu eere o6oco6oH' natu4ue, ..1^

ndnacaHd. TAEPIEnA XP|CTOSA AI4MUTPOSA ETH

PedoHan€H MeHuasp npoad6, EonHAetr na3ap - KoHovMd'Br tr nlnHo orll8d crnacHo

ntrHoMoqrc Ne7692 d 20 12 201 S r m nb6€ cdhpoBa - Hdapsvc per' N! 400 Ha HqapiarHffi

o,"p", n" ,cooupru rp"m,nr aa cc ceaanrqe rp coore 1756 vn 'nrq€ep craweB N 5
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