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BUCHOBOK

Npo AKICTL BBe3enoro g Yxpainy JiKkapcekoro 3acoly
25.06.2020

Ne 28775/20/10

Ky Oaicrepi; no 1 Oaicrepy
Y KapToHHiii xopobui
(dhopma BMIYCKY, HO3yBannd, By H&KyBaHHA Mikzpenkoro 38c06y)

Howmep peecrpaniiinore noceinsenns UA/2396/02/01 CTPOK aif peecTpaniifiioro nocaiaerms ()1 .01.2099

Cepis nixapcrxoro 3acoBy Ne 4050 Kimsxicts rRezeHOr Aikaperkoro sacoby 18000

Bupo6uux IIIBA XpBarcka 1.0.0., Xopnaris
(walimenysanmy BHPOGHHMKA Nikapcrkoro 38¢06y, kpaina H0XO0 DK eHHS)
Baeseno s Vxpaimy

Tesapucreo 3 obmexeno

10 BianosinaanmicTio "Tena Ykpaiaa", izenr,
wox: 34770471

Tiporoxon sisyanemoro konTpomo six 18.06.2020 N 1863/1.
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PLIVA Hrvatska d.c.o.
Prilaz baruna Filipovica 25, 10000 Zagreh, Croatin

1L A Xpaamoxa o.0.0.
Hpwra: Oupyra Crosunosya 25, 10000 Sueped, Xopsamus

CERTIFICATE OF CONFORMANCE

DRUG PRODUCT
AEKAPCTBEHHOE CPENCTBO

Active ingredient
Axpnaan s wcpeduenm

Batch number
Hovep cepuu

Batch size
Pasvep cepri

Release quantity
Bh{ﬁ[‘l"}!{ CHIOE KOG e e

Date of manufacturc
Huamma nporwsseocmea

Expiry date
Cpox codwocnin

Specification
Crenndghusanus

Batch Release Site
Beinyer copun

Certificate of GMP compliance of a
manufacturer

Cepruchucam coomeememeaus GMP
PO oI ey

Number of manufacturing license
Hoxep npowcodemaernnog
Suyen sy

Bulk manufacluring site, primary and
secondary packaging, quality control
{Ipowgacmao Hepacthacosamoi
APOOVKYUE, REDGIUIAH 1 BIMOPIHUS
VHAKOGK A, KOolmpoin vepun
Certificate of GMP compliance
Cepmughuxam coomaementaun
GMP
Number of manufacturing license
Hearep npowsaonemeenion
ANKNEeH N

CEPTHOUHKAT KAUECTB A
Ne 1

SUMAMED?®, film-coated tablets 125 mg, Ne6 (1 blist. x 6 tabs.)
CYMAMEI®, ma6remru, ROKPeImBIE HIEnounol 0Ooa0urkon, no 125
me, Ne6 (1 6auem. x 6 maé,)

Azithromycin as azithromycin dihydrate
Asumposuyun 6 sude azumpossuyura durnopama

4050
4050

18 000 boxes
18 (100 kopobok

18 000 boxes
18 000 xopobiox

04.2020
04.2020

04.2023
04.2023

SDRA024967
SDRAG24967

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIJTHEBA Xpsamcxa d.0.0,

fipunaz Gapyna Gurunoeuna 25, 10000 3acpeds, Xopgamus
Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07

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

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
{1JIHBA Xpeamexa d.0.0,

llpuraz 6apyna dunmosuva 25, 10000 3acpes, Xopeamus

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07
Ne UP/-530-10/19-03/12; 381-10-05/241-19-07

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

Marketing Authorization License Ne UA/2396/02/01
Pecucmpanuonnoe caudemerscmen Ne UA/2396/02/01
Impoting Country Ukraine
Crmipat wsimopinep Yrpautia
e — 1
TESTS REQUIREMENTS RESULTS
HAIBARIIE THHOKAIATERS TPEEOBAHHA PE3INIILTATHI
DESCRIPTION (visually) Pale blue, round, biconvex, film-coated tablets with satisfactory
imprint PLIVA on one side and 125 on the other.
g Cmp. 1u1l
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ONUCAHIE tausyarsno)

UNIFORMITY OF DOSAGE UNITS {Mass
| variation)*

| OAHOPOHOCTD HOIPOBAHHBILY
FIHTHEI (supuaius siacce ) *

Tabinemxu, nokpeimere nieuownoit o6oaouxoi, coemio-
I convbozo ysema, kpvenott hopster, OBOAKOGHRYKIBLE, ¢
| nadnuceo PLIVA wa oomoir cmopose u 125 na apyeoi
| cmopone.
- Corresponds to the requirements of Ph. Eur. 2.9.40

Coomeememayem mpebosanusise Eap. . 2.9.40

COMRECN CINGYC

satisfactory

coamaetomayem

DISSOLUTION (HPLC) NLT 75 % (Q) 101 %
¢ After 45 minutes
L PACTBOPERIIE (BX) He stenee 75 % () 107 %
- Yepes 43 vunem |
[ IDENTIFICATIONS o ‘
HAEHTHSHK AL ‘
Azithromyein (UV) Corresponds to the standard | satisfactory
Asmporuyun (V) Coomaemcemayem cinandapmy COOMBEINCMBYem
Azithromycin (HPLC) Corresponds to the standard ’ satisfactory
Asumpostiogu (BIKX) Coomaeememayem cmandapmy coomaemcemasyen
“ASSAY (HPLC) 118.8-131.3 mg 1244 mg

KOMIHECTBEHHOE NPEAENENHE
(BN

1188— 1313 u

1244 yo

| IMPURITIES (HPLC)
TIPHMECH (8 KX}

Impurity F NMT 0.5 % <0.1 %
Hpwuees | He banee 0.5 2% <0.1%
Impurity ] NMT 0.5 % <0.1 %
Hpseen | fHe boree 1.5 %, <1 9%
Impurity J NMT 0.5 % <0.1 %
[mesecs J He Gonee 0,5 % <01 %
Impurity E NMT 0.5 % <0.1 %
Hmosecs E He fonee (1,5 % <01 %
Impurity M NMT 0.5 % <0.1%
Tpusices M He Goaee 0.5 % < (1%
Impurity N NMT 0.5 % <0.1 %
fpwstecs N He &onee 0.5 % <01 %
Impurity L NMT 0.5 % <0.1%
fiprviecn L He Goree 0.5 % <0,1%
i Any unknown impurity | NMT 0.20 % 0.07 %
Jhofias neisgeennan npustecy | e Gonee 0,20 % 0,07 %
Total impurities NMT 3.0 % 0.1%
Ofgue npuvecy | He Boaege 3,0 % 01%
I"WA?;%R I NMT 6.0 % 4.4 %
BOIA He fionee 6,0 % 4,4 %
|-
- MICROBIAL PURITY (Ph. Eur. 2.6.12.
| 2.6.13)%¢
AMUKPOBHORONHYECKAS YHOTOTA
(hap.gh. 2.6.12, 2.6.13)%%
Total aerabic microbial count NMT 10° CFU/g < 5 CFU/g

Ohwgee kouvecmao apobnsex
.'I“.‘KP(}(),’_):"U'HHI‘Il’)fj’

Total yeasts and moulds count
Ofigee konuecman dpoxcyeeabix u
niecneantx cpitios

Fscherichia coli
Escherichia coli

He Banee 1P KOE/!

NMT 10? CFU/g
He boree 10° KOE/:

Absent
Omcymemavem

< 5 KOE/»

<5 CFU/sg
< 5 KOE/~»

Absent

Omcymemeavem

* - Nol tested during stability.

¥ - e wommponupyiont ¢ yode HIVYEH I CateTh ooy,
** - Tested on every 5th batch and at least one batch per year.

Crp.2m3
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Tested at the beginning and at the end of shelf life.
- Koumpaxupviom KANCOVK? 3-10 CEPUIO, HO HE MeHee 000l cepu ¢ 2o,
Koumporupviom 6 navaze u KOHYE CNOKa Pn0nocm.

Impurities:

Impurity F = 3"-N-demethy!-3'-N-formylazithromycin

Impurity [ = 3'-N-demethylazithromyecin

tmpurity ] = Desosaminylazithromycin (13-O-decladinosylazithromycin)
[mpurity £ = Aminoazithromycin (3-(N, N-didemethyl)azithromycin)
tmpurity M = 3'-(N,N~didemelhyl)-3'~N-formyfazithr0mycin

[mpurity N = 3'—dc(dimcthylamino)‘3‘-0xoazithromycin

linpurity L = azithromyecin 3'- N-oxide

Tpuvecu:

Hpwiees = 3-N-desemer-3 ~N-ghopyuwnasumpostuyun

Hpwween § - 3 ’—N—()c.uemzna'mmpn.um{w;

fpustece J = Hesozavmnrasumposgn (13-C oekaadunoniasumposuyun)
Tpusiecs £ = Asunoasumpoympn (3 (N N-Oudexemur)asumposuyun)
HNpuvecs M = 3N N-dudesemu)-3 “N-chopsnasumporiuyun

fTpuvecs ¥ = 3 “de(duveminasimio)-3 -oKCoazumporyun

Hpuatecn L = ammposuyginag 3'-N-oxeud

Certification statement: | hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP,

3ansrenue o cepmuduraquu: Hacmosiuss 5 ydocmosepsn, wmo ApUsEAeNIas Gulute WHGHOPMAys REIHCMCA ROAUNHOT U Mmoo,
I cepus npoOvEma Hea APesedeny, G YRAKOBKYMAPKUPOBKY N KONMPONL KAUCCMGd A Gorue VEQIAUHOM yrdenike
{yudcmkay) @ nomoy coomeemcmany ¢ mpebosmiuisu  GMP, YCMANOGACHNBIAY MECMEBIM  PeYIHMOPHBIM Opeanos, ¢
CAOMBCMCMANE (0 L‘i?UTfJJ'(!)IM'(HfH}{‘Hl{ TO[J(“(JH(H? AUneHIny CJTI[)GHM—H.1!}’1()[)!?1(.’[10. ;’Ypomnxa'm ﬂp()lﬂ(s‘”(h‘.‘lﬂ(!d, YRAKOQOKU U dHATHI06
ceputt §et10 pacesompeno u spusmano coomaememene ¢ GMP,

Date: 5':,?( Ce. 7026
Hama: PLIVA CROATIA Ltd

7 -7 !
./ il: i T Lagreb
Approved by: J\*%( (/(L‘_J,& Quality Zagre

Ymecpucoeio: Qua!i[‘ieﬂ’ Eersin
. r s Martina Zadro
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