JNEKJAPAIIASI O COOTBETCTBUHA

HJEKJIAPAHT, MPUHUMAIOLIWAH JEKJIAPALIHIO O COOTBETCTBHH

000 "Tesa"

Ceedenst 0 pezucmpayuu opeanusayuu. Mesicpationnaa uncnexyus (edepansioti Hanoz06otl ciyoicobl Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739033024, dama npuceoenus OI'PH 01.08.2002.

Adpec: 115054, 2. Mockea, yr. Barosa, 0. 33. Teneghon: 8 (495) 644-22-34.

B nuye: enepanshozo dupekmopa Opuk Powe

JHosepennoe auyo: Maxcumosa JLA., dosepennocme T-932 om 14.04.2019

3ASABJIAET, YTO
nexapcmsennoe cpeocmeo: Crazmanzon, mabaemku 10 wim., ynakogKku a4etikogble Konmyphvie (2), nauku

kapmonnsie, PY Ne [T N013079/01 om 05.1 2.2011 (dama 3amenwr PY 09.04.2018) évidano Bankangapma-
Jynnuya A/, cepun 1909992, napmus 29290 ynakosok, 200en do 01.09.2021, npoussodcmea AO X3
"3opasne”, Cepbus, Braiixosa 199,16000 Jleckosay, ko0 OKIIZI2 21.20.10.232, koo TH B3/ 3004900002,
xoumpakm Ne 72 om 31.08.2016, uneoiic Ne 9003 9738 om 04.10.2019

COOTBETCTBYET TPEGOBAHHAM

I N0I13079/01-090418

NEKJIAPALIMS MTPHHSATA HA OCHOBAHHH

npomoxon ucnwimanui Ne 45976 om 18.10.2019 JlaBopamopnuiii yenmp 000 "LUKK OHL", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC RS.®@M15.C90514 om 12. 11.2019

JIATA TIPHHATHS JEKJTAPAIIAHA /3.11.2019

gt
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(HYSFAERCTBUTEIBHA JIO 01.09.2021
V"!“: G\

AV

VA

T Makcumosa JLA.
NOAMKHCh &.1.0
CBEJEHMSA O PETHCTPAIIMU

OPT'AH IO CEPTU®HKALINH, 3APECACTPHPOBABIIWH JEKJTAPAIIHIO

POCC RU.0001.119M15 OPTAH 110 CEPTHOHKALHH ITPOYKIIHH OBLLUECTBO C
OIPAHMYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmepkoaa, 0. 4, am. 5, nom. 1, kom. 1., adpec opzana no
cepmucpurayuu: 143581, Mockosckas obnacm, Hempunckuii pation, dep. Jlewkoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: oykK.pe.

JEKJIAPAIIAA O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU JI-RS. @M1 5.A.27854/19
JATA PEIHCTPALMHA /3.11.2019

MII. Vi
,/f/”/ 7 3aperroexas H.A.

opzan no TIOJUTHCD Pyxkosonurens OC
cepmuihuraiii




JloroTHn KOMManuH

Homep/Bepcus CeprunKkaT BBINYCKA CEPItH

ZP.SKK.254/2.0

TMoaroTtosneto: OTaIs/Y TBEpAALHO TloKyMeHT:
TTopn1cob TMoanucs SOP.SKK.KP001
Jata 15.11.16 Jara 15.11.16

Beinano/Berynaet B cumy: 16.11.16 AHHYTHpOBAHO KoHTpoms IMeHeH A J0KYMEHTa:
Tloanucs [Tonnuce 55816

Hara 15.11.16 Jata

HassaHue npenaparta Crasmanron®

JoanpoBka 500 mr/S mr/0,1mr

JlexapcTeHnAA (opMa TabneTKA

Pasmep yNakoBKH, THI 2x10, 29290

Crpana Poccns

Homep PV 11 N013079/01

Homep HOpMaTHBHON JOKYMEHTAIMH TIN013079/01-090418

Homep cepHH, YKa3aHHbLI HAa YIIAaKOBKE 1909992

Jlara npon3BoAcTBa 09.2019

Jlara ynakoBKH 21.09.2019

Cpok roJIHOCTH 09.2021

TIpou3BONCTRERHEIN CAHT aKTHRHON
cybcTanumu:

Meramiion RaTpHs
[Mrrodenona ruIpoXIOpHA

Pennusepiina GpoMua

ILlangonr Xurya dapmacsiorikans Ko Jira, Kirait
P J1 ®aiin Xemmanydaxrypunr caiit, Mnaus

P JI daiin XemmanyhakrypuHr cait, Muis

ITponsBoACTBERALIA caliT Gaska Xd3 3gpasne AJ
HazsaHue Brnaifkosa 199

Anpec 16000 Jleckosai, Cepbna
Homep 515-04-04216/2019-11
Ceprudpmkar GMP MT/022HM/2019
VNakoBLIUK X®3 3npasne Al
Ha3ssanue Bnaiikosa 199

Anpec 16000 Jleckopa, CeplGus
Homep 515-04-04216/2019-11
Ceprudgnkar GMP MT/022HM/2019

MecTo NPOBEACHNA aHaNH3a X3 3npaene All
Hasparue Brnaiikosa 199

Anpec 16000 Jleckosau, Cep6us
Homep 515-04-04216/2019-11
Ceprudukar GMP MT/022HM/2019

Beinyckarolluii KOHTPOJE KA4ecTBa
Haspanne

X @3 3apasne AJl
Brnaitkosa 199

Anpec 16000 Jleckosan, CepGus
Homep 515-04-04216/2019-11
Ceprupukar GMP MT/022HM/2019

PesynbTatsl aHam3a

yKa3aHHeM JaTLI)

TIpHNAraloTeA K OTACTEHOMY CEPTH(HKATY aHaTH3a (moxMHCaHHOMY C

JlononHuTeNbHEIE IAHHBIE

Venosus xpaneHns: cM. HJT

YMaKOBKAX)

ViakoBo9HENE MaTepran ( HOMepa YNaKoBOYHLIX MaT¢pPHANOB CM. A2

3aKmo4eHHE

HacToAUIAM 3a4BJIACM, 9TO0 BRIMIEYKa3aHHAA HHIOPMAIA ABIAE
YTIEKOBKY H KOHTpOJIb Ka4eCTBa HA yKa3aHHOM BRIIE caifre (ax),
3annck NPOKRIBOACTBECHHOTO IIPOLIECCa CepiH (BKINOYAd YIIAKOBKY W KOHTPOIL K

cooTaercTeun TpeboBannaM GMP,

Jlara:02.10.2019

VroaHoMmoyerHoe (OTBETCTBEHHOE) JTHUO KOHTPONA KauecTsa!

TCA NOUMHHOH | Tounoit, 3Ta cepra ObUIa MPOMIBCEHA, BRIOTAR
B NIQJHOM COOTBETCTBIH ¢ TpeGosamivit GMP 1 cieunuKalmi.
a4ecTBa) ObULM PACCMOTPEHB! H MPHIHAHEL B

Tarbava MHNHKOBHY

Tonnuen

Olga
Parkhomenko

Digitally signed by Oiga Parkhomenko

DN: de=Corp, dewTeva, ou=Global, ou=Clients,
ou=RU, ou=MOS, ou=USR, cn=0lga Parkhomenko,
emall=0lgaParkhomenko@actavis.com

Date: 2019.10.15 16:31:01 +03'00'
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CRITOP IAECTEA CEPTUDUKAT AHATIU3A
Marepuan 191718  CMA3MANIOH® raénerku 500/5/0,1 x 20
Cepus : 1909992
PbiHOK : Poccouiickas ®epepauyms Konuvecrtso/Ho.ynak. :29.290 WT
Ho.npeanvcanua pns nccneaoBaHus : P.85315 Hara npouasogcTea : 09/2019.
Rara aHanuaa :02.10.19. CpoK rogHocTH : 09/2021,
MNapameTpsbl TpeGoBaHus KavecTsa Pesynkrar
Onucaiive Kpyrneie, nnockue Tabnetku ¢ ackon v G PUCKCR ¢ OOHOW CTOpeHOR, Genoro
nnu nouti Genoro usera. CooTaercreyer
MoanuHHacTs | Meramuaon HaTpus (Y®—cnekTpodoTomMeTpus)
YneTpauoneToRLIA CREKTP NOMMOLWEHKA pacTeopa npenapara s obnactu ot 230
A0 300 HM AOMKEH MMETE MAKCUMYM MOIMOLLERWA NPY ONUHE BONHBI (257 + 2)
HM. CoorsercreyeT
MoanuHHoCTL (| Muroderona ruppoxnopup, (BIXX)
Bpema yaepK1BaHHA OCHOBHOM NUKA HA XPOMATOrPaMMe MCNLITYEeMOro pacTaopa
ACIIKHO COOTBETCTBOBATE BPEMEHN YASPKMBaAHUA OCHOBHOIO NUKa NUTogeHoHa
TWAPOXNOPWUAE Ha XPOMATOIPAMMB CTaHAEPTHOTO PacTBopa.
Dennmeeprnna Gpomup (BIHX)
Bpems yZepX1BaHua OCHOBHOTO NUKa Ha XpoMaTorpamme UCNsITYEmoro pacTeopa
AOMKHO COOTSBTCTEOBATL BPEMEHUN YASPKUBEHWA OCHGBHOO NWKa eHNNBEPHUHIA
Gpomuaa Ha xpomaTtorpamme CTaMgapTHoro pacTeopa. CooTtseTcTeyer
PacnapaemocTs He Gonee 15 muH
Esp.@. vnu I X
He Bonee 15 MUH 3
PopcTeerHble npuseck BOXKX 4 -~ MeTHNaMUHOBHTUNMPKUHE
He Gonea 1,0 %
He Gonee 1,0 % 0,2
OnHOpBAHOCTE A03MPOBaHMS -MeTamMusona HaTp1A
AV He Bonee 15,0
Esp.®, uru I'® Xl cnocob 2
He Gonee 15,0 2,5
OQHOPOAKOCTE A0INPOBAHNS ~NUTOIeHOHa rMapaXIopUL
AV He Gaonee 15,0
Esp.®. vunu M XIIf cnocab 1
He Bonee 15,0 25
OAHOPOAHOCTL [03NPOBAHUA -theHnusepuHus Bpomug
AV He Bonee 15,0
Eap.®. unu e XlI| cnocab 1
He Boneo 15,0 6,6
KonuwecTe.onpeenerve MoTamnaon Hatpua  TUTPUMETDHYMECKAN
Or 475,0 po 525,0 mr
475,0 525,0 mr/Ten 489,8
Konw4acTe.anpeaen. MvTocdheHoHa Mapoxnopua BANE
O14,50055mr
4.5 55 Mmr/Tén 50
Konuuects.onpenen. @ennmsepdrin Bpomug  BIXKX
Ot10,08 no 0,12 mr
0,08 0,12 Mr/Tén 0,10
MukpoBuonoriyeckas yucrora Eap.@. wnu D X, kateropus 3 A COOTBETCTBYET

ZP.SKK.088/5.0 CTPAHWLbI: 1 QT 2



A o Tel: +381 16 202 000
ﬁ Fax: +381 16 254 125
info_operalions@aclavis.rs

www.actavis.rs
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CEKTOP KAYECTBA

2dravlje AD Leskovac

Viajkova 199
16000 Leskovac
Srblja

PIB: 100330231
PDV: 127728720

CEPTUDUKAT AHANU3A
Matepuan 191718 CMA3MAJIIOH® TabneTku 500/5/0,1 x 20
Cepun 11909992
MapameTpi TpeGosaHun kayecrsa Peaynbrar
Obee yucno aspobibix MHKpoOpranusmos  He Gonee 103 KOE g 1+
He Bonee 1000 KOE/r <10
OBLiee Yueno gporokesbix u nnecHeseIX rpubosHe Bonee 102 KOE 8 1 1
He Gones 100 KOE/r <10
Escherichia coli Ortcyrctaues 11 Coorsercrayer
Ynakoska MO 10 rabnerok & Gnucrep u3 TpexcriodHoM NBX/NBOX/MNBX nnewky v
anoMUHMeBor onbru.
2 6nucTepa eMecTe ¢ WHCTRYKUMEIA No NpuMeHeruo 8 KapTOHHYIO NayKy, Cooteetcrayer
XpaHeHwve lpn TemMnaparype He asiwe 25°C. Cooteercreyer
Cpok rogrocTy 2ropa Coorteetcrsyer
OueHka PA3PELWMEHHO P

g /} j 2 .44—
TexHU4eckni copaBoTHUK \44(.(.)&&1 ;;i’lj/df@/%ffﬂ Hara 910 19,
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( Tatjana Miljkovic )
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