k

Mnvea XpeaTtcka 4.0.0.
CepTudmkaT Ha BLINYCK

Ne10010967/ 738051

Haseanue nmpoaykra

Kopundap perapa

CrpaHa Poccus
Homep perucTpalMoHHOrO YAOCTOREPEHHSA TIN015327/1
Jo3upoBKa 20 Mr

JlexapcTreHHas Gopma

TabneTKH Cc NpOJIOHTHPOBAHHBIM BHCBOGOMCHH&M,
TIOKPBITBIE TIIEHOYHOH 0601104KOi

PasMmep u THIT yIAKOBKH

tnaxon/ 1*50

Homep cepuu 738051
Jarta npou3BOJCTRA 27.04.2021
Cpok rogHocTH 30.04.2026

[TpoussonuTens Ganka:
¢ Ha3sauue
e  Anpec
* Homep NHUECH3HH
* Ccoinka Ha GMP ceptidukar

[1muBa XpBarcka 1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of
Croatia

Ne UP/1-530-01/13-03/08

UP/I-530-10/19-03/12

Konrtpons kayecrsa:
¢ Hassanue
s Anpec
* Howmep nmuuensnu
e Ccsuika Ha GMP ceptudukar

TTnuBa XpBaTcka 1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of
Croatia

Ne UP/1-530-01/13-03/08

UP/1-530-10/19-03/12

YnakoBka:
o Haspanue
» Anpec
e Homep nmuuensun
o Ccouika Ha GMP cepTudukaT

[Tnusa XpRrarcka 1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of
Croatia

Ne UP/I-530-01/13-03/08

UP/1-530-10/19-03/12

PesynbTars! aHanmM3a:

CepTHdHKaAT aHATH3a IPUIIOKEH

KommenTapnu/3amMevanus:
Hanmenosanne ADC: Hubenunun

IMpoussoautens ADC: Mosxc Katanana C.JI., Poligono Industrial Sur, Cesar Martinell I Brunet, 12A, 08191 Rubi,

Barcelona, Spain

KpHTHYECKHX OTKJIOHCHHH BHIABIEHO He GBUIO

HacTosmuM nonTsepxzaro, 4To yKasaHHas BBINIE HHpOpMauws BepHa. JlaHHas cepus TpoaykTa Grina
NPOM3BEACHA, BKIIIOYAs YMaKOBKY W KOHTPOJbL KauyeCTBa B IMOJIHOM COOTBETCTBHH ¢ TpeGoBanusmMu GMP
M crequbuKauuy. 3anMCH O IIPOHM3BOACTBE, YNAKOBKE M aHAIW3e [AaHHOH CEPHH COOTBETCTBYIOT

tpebosanuam GMP,

Hmst/ JomKHOCTD
YIIOJIHOMOYEHHOE JIUIO

Vanja Sabliic

IMoamuce: [TTodnuce/

Hata: 07.06.2021r.

Mepesoa BepeH
- Mopnucano undposoit
nopnuceto: Olga

Olga i
Eremenok Raa: 2021.07.05

07:50:45 +03'00"

M




teva

CEPTUDUKAT AHANTU3A
No.:16
Dara: 07.06.2021
HaumeHoBanue npogyrumumu Kopundap® perapg rabnerxm c NPONOHIUPOBaHHbIM
BbICBOGOMACHUEM, NOKPLITLIE NNEHOYHO o6onouKoid, 20 mr
Cepun Ne 738051
Aara npoussoacrsa 27.04.2021
Fogex go 30.04.2026
No. Tests Specification Results
1 OnucaHme BusyansHeiii CootBercTayer
Kpyrnsie, ABoskosbinykabie TabneTku, NOKpbiThie
nNneHoYHoR o6onoukoil wentoro upera.
2 NoanuHKocTy BIMX Cooteercrsyer
Bpema  yaepmuBaHuR  ocHOBHOro nuKka Ha
XPOMaTOrpaMMme UCnbITyeMoro pacrsopa AOMKHO |
COOTBETCTBOBATH BPEMEHM YOepwUBaHuA
OCHOBHOrO NMKa Ha Xpomarorpamme CTaHaapTHOro
PacTBopa HUdeaunuHa,
3 Pacrsopenue Ph, Eur. unu re po
Y®-cnekmpogomomempus
Yepes 10 muHyT: ot 30 a0 50 %, 46 %
4epe3 30 MuHYT: 0T 50 A0 70 %; 58 %
Yepes 180 MUHYT: oT 75 40 95 % 81%
(cootBercreyer Tpebosanusm Ph. Eur.)
4 PopcrBeHHble B3MX
npumecu Hmpo¢enunnnpugnu-aﬁanor —He 6onee 0,2 %; <0,1%
Hnrpoaotbemnnupu,u,mu-aHanor - He bonee 0,2 %; | < 0,1%
EAMHUYHARA HeuABHTUGULMPOBaAHHAR npumech —
He Gonee 0,2 %; <0,1%
Cymma HEUABHTUULMPOBaHHBIX npumecei - He <0,1%
L 6onee 0,5 %
5 Mukpobuonoruueckas | Ph.Eur. —’
A g:’:!:eeel;:aﬁgofi;;apoﬁublx MHKPOOPraHMamos — He < 5 KOE/r
ObWwee YHCND APOMKERBIX U nnecHessix rpubos -
He 6onee 10? KOE/; ° S5
2:;\[;21:»: Escherichiacolis 1r oTeyTerayer/r
Kateropua 3A

PLIVA HRVATSKA d.o.o.
Prila2 baruna Filipovica 23, 10000 Zagreh, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 385 1 37 20 111; URL: www.pliva.hr
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6 OaxopogHocrs

Ph.Eur. unu reo pe

BIMmx AV=3,6
APRNPORIHUN Kputepuit npuemnemocru AV ann 10 rabnerok e
Bonee L1 %;
KPUTEPHIA npuemnemoct AV ANnA 30 tabnetok He
Gonee L1 %
Y HW OAUH MHAKBUAYANLHBIL PesynbTaT He gonmen
GbiTe Menee (1 - 12 x 0,01) x M unu 6onee (1+L2x
0,01) xm
(L1=150;12= 25,0)
(cooTsercrayer Tpebosaxuam Ph, Eur, {2.9.40))
7 Konuuecresennoe BaXx
07119,0 a0 21,0 mr HUbeaunuHa s rabnerre 20,1 mr
nipensisune (o7 95 % a0 105 % or 3anBneHHoro cogepwanua | 100 %
Hudeaununa)
8 XpaHeHue ‘ Mpwu TemMneparype He sbilwe 25 oC g OPUrAHaNLHOMK ynakoake —’
9 Cpok rogHocrw f 5 ner j
Npoaykr coovBercTeyer rpeGoBanmuam HA N N015327/01-25 1219
ILQPTHQMHQT noanucau;

DUO: /
YANJE  SapLdic,

AomEHPERCROATIA Lita
Quality Zagreb
Qualified Person
Vanja Sabljié

Aara n nognuce

73.0G,2¢24.

H k /,

PLIVA HRVATSKA d.o.o.

Prilaz baruna Fllipovica 25, 10000 Zagreb, Hrvatska;

telefon: + 385 31 37 20 000; telefaks: + 385 13720111; URL: www.pliva.hr




