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PLIVA Hrvatska d.0.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

JLIHBA Xpecmesa é.0.0.

Hp:ﬁas bappna Cininoguva 25. 10000 3a2peb, Xopaamis

CERTIFICATE OF QUALITY B et e e

DRUG PRODUCT
JIKAPCHKH 34CIE

. Active ingredient
) 4kﬁ;uﬂfruu [HEpEeQICHNAT

'Batch number
Hoxep cepir

Batch t.ize-
.Pn:‘f wip cepu

ﬁRLiﬁase quantity
Bunyujena xizsricnis

Date of manufacture
Huma supobuuymad

Expiry date
Hpudamuine do

Specihication
Creynthixayis

Bateh Release Sifé

Airennyn, sIONOGIOARGHE 34 GUAYER
cepif

Certificate of GMP compliance of a
manufacturer

Cepmuchican sidnosiovocini GMP
CUPOGHUKG

Number of manufacturing license
Homep supobnuyor tyensii

Bulk manofacturing site, primary and
secondary packaging, guality control
Bupobnuymeo repopacoaanol
APOAYKYE, REPGUHHA My GMIODUHIG
VRAKOBKQ, KOHMPQib AKOCM ]
Certificate of GMP compliance

Cepmupixam gionpgionvemi GMP

Number of manufactiring license

Homep eupobicioi aiyensii
Marketing Authorization License
Pecempayitine noceiduennn

Importing Country
Kpaina-innopmep

CEPTUQIKAT AKOCTI
Ne

SUMAMED®, dispersible tablets 1000 mg, N23 (3 blist. x 1 tab.)
CYMAMEJ®, mataemxu, o Qucnepzyromoca no 1000 mz, Ne3 (3
Onicm. x 1 mab.)

1000 mg azithromycin as azithromycin dihydrate

1000 ;2 azumporinuny y auensdi azumpomiguny ouziopamy e sﬂ .

486103

486103
9 920 boxes

9 920 kopobor

O 320 boxes
9 920 kopobox:

10.2023

10.2023 .
10.2025

10.2025

SDRA054164

SDRAOVS4164

PLIVA Hrvatskad.o.o.

Prilaz baruna Filipovica 25, 10600 Zagreb, Croatia

LVHBA Xpeamcka d.0.0. |

Hpinas Gapyna @inincena 23, 10000 3azped, Xopeanin.
Ne UP/1-530-10/22-03/11; 381-13-08/243-22-07 __
Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07 (previous)

Ne UP/L-530-10/22-03/11; 381-13-08/243-22-07 __
No UP/-530-10/19-03/12; 381-10-05/241-19-07 (nonepeduiii)
Ne UP/1-530-01/13-03/08

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

PLIVA Hrvatska d.o.o,

' Prilaz baruna Filipovica 25, 10000 Zagreb, Cro&tla
TLTIBA Xpsamera d.0.0. | s
Ilpinas 6apyna Cirinosuva 25, 10060 3azpeb, Xopaaiiis

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07

Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07 (previous)
No UP/1-530-10/22-03/11; 381-13-08/243-22-07

N UP/I-530-10/19-03/12; 381-10-05/241-19-07 (noviepedniil)

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

Ne UP/A-330-01713-03/08

Ne UA/15994/01/04
Ne UA/13994/01/04
Ukraine
Ykpaina

Crop. 143
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RESULTS
PEIVIABTATH

REQUIREMENTS
BHMOUH

-~ TESTS
t BHIIPOEYBAHHH

e I e S—

DESCRIFTION (visually)

ool el gy

Whits to almost white, round flat tabletamth bcvclled T Cor

edges, with two perpendicular break bars on one side and L
debossing TEVA 1000 on other side L

OHHC (@isvaieiso) Bini abo Maitce 631, kpyaai, niacki mabnemx, 3 . deﬁoﬁfaﬂ;‘.,__:____._:_:.;.-';-"-; kR
1000 12 Packoi0, 3 080MA NEPREHOUKYTAPHUMY PUCKAMY HA TR
eonti cmoponi ma mucnenHaym TEVA 1000 na inuci o |
WATER NMT 5.5 % 4.8 %
BOOA He birvuie 5.5 % 4,8 25
' FINENESS OF DISPERSION complies to Ph. Fur. Conforms
- TOHK fC TH AMCITEPCH gidnogioue Cep. . | Bidnogioae -
DISINTEGRATION (Ph, Bur. 2.9.1) NMT 3 min 2min =
POIATAHHSA (€ap. 0. 2.9.1) He Biroute 3 xa 2X6 o
"UNIFORMITY OF DOSAGE UNITS ** | Complies with the Ph. Eur. 2.9.40 - ‘Conforms ™~ ;
-Mass variation | - s
CAHOPIITHICTE AO30BAHEX gidnosidac €6p. 0. 2.9.40 - Didnosidac
COIHHHEIE ¥* Bapiayin macu '
IDENTIFICATION UPLC ** Aznhromycm Retention time of the Azithromycin peak in the sample | Conforms

solution chromatogram corresponds to the retention time |
of the Azithromycin peak in the standard solution :
chromatogram as obtained in the assay test | =

AAEHTHOIKALT VEPX ** B x00i KiTKICHO20 BUIHAYEHNA NAC YIMPUMYGQHHR niky | Bionosidac
Aswmposiyin AMPOMIYURY HQ XPOMAMOZPAMT GUNpotysan 2o
PPOIYUNHY GIOROGIOAE ATy VIMPUMYGAHNA TIIKY
QIUMPOMIYUHY HA XPOMANROZPAME CIHAROADTHHOLO

1 e POIYUHY. e

; IDENTIE IC ﬂ&TIO\ UV ** Azithromycin Spectra of the Azithromycin peak in the sample solution | Conforms

| chromatogram corresponds to the spectra of the

Azithromycin peak in the standard solution
o chromatogram as obtained in the assay test.
HIEHTHOIKAUIA Y ** B x00F KiTbKICHO20 BUIHALEHNI CREKMD MKy Bidnoginae*
- Azsumposiyun ASUMPOMIYUHY HA XPOMAMOZPaM] BUNPODYVEIHDE0
| - POIUUNY 8ION08I0ac CREeKMPY HIKY Q3UmpPOMINUHY HA
L XPOoMAMOSHamMi CAHAAPIMHO20 POFUURY
ASSAY {UPLC}

1 Each tablef contains 95.0 % - 105.0 % of labeled amount 104.2 %

1 Azithromycin

| KINBKICHE BH3HAYEHHN (VEPX) |

1 Kodiena matremra vicmume 93,0 105,00 % 6id zaacaenol xirekoemi 104.2 %

| asumpositiun | | .

{ RELATED SUBSTANCES (UPLC)

- Impurities F+M. { NMT 0,5% <0.2%
[mpurity F 1 NMT 0,5% <02%
Impurity NMT 0,5% <0.2%
Impuarnity NMT 0,5% <0.2%
Impurity L NMT 0,5% <0.2%
Impurity N | NMT 0,5% <0.2%
Any other unspecified impurity NMT 0,2% 0.1 %
‘Total impurities | NMT 3,0% 0.1 %

CYITVTHI JOMIIKH (VEPX) i

Hoviiwru £ -+ M | He 6izsute 0.5% <0,2%
Homitira & He Giavute 0,5% <0;2%
Aosrfura l He Giavwe 0,3% <0,2%
Hoviwrxa J He 6irswe 0,.3% < (2%
Hoviwmra L | He dinewe 0,5%. <0,2%
Hosjwxa N + He G6ivwe 0,5% <02 %
ByOu-SKa fHutQ HESIOOMG OoMinicd 1 He Ginviue 0,2% 0,1 %

.__.._,.v.....__,5_3153‘1’75"” OM KU + He Givowsre 3,06 0,1 %

Crop.2133
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MICROBIOLOGICAL PURITY *
{Pb. Eur, 2.6.12 and 2.6.13)

Total Aerobi¢c Microbial Count NMT 10° CFU/g | <5 CFU/g
~Total Yeasts and Moulds Count "NMT 102 CFU/g. <5CFU/g .~ -
FEscherichia coli absent {absent

MIKPOBIONIONTYHA THCTOTA®
(Esp. . 2.6.12,2.6.13}

3aeivna Kinbricme gepobix | He dinvte 10° KYO/z <SKYO/z -
MiKkpoopzanimie | o
3uzaaena Kiaurioms. Qpixcoxcogir. | He Biavue 10° KY O/ <IKYOr
nricenesux pudia o .

- * Test the first three production batches and every tenth batch thereafter, or at lcast one batch per year if less than 104
batches per year are mavufactured; test at the beginning and the end of shelf life.
. ** Not tested during stability testing. : LT T
* Koumpomoioms nepuwii mpu npomuciosi Cepit, a nomiv kOXMCHY Qecamty cephio abo, Ak MINIMyM, 00WYy Cepio 6 pix, xiyo
_supobanembes sierute 10 cepiti na pix. Konmpoaowimns na ROMAamKY | Kinyl mepMiny npudamiocmi,
¥ He kounpomoome & x00i gusuenns cmabinenocmi.

Certification statement: [ hereby certify that the above information is authentic and accurate. This batch of product has beet L
tabricated / 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, -

3anea npo cepmudrirawino: Tiicnum s 3ameepoiCcy!o, o nagedena suue Ingopmayis € docmosipnor ma mownow. Lln CEPIR NPOAYIKIY
OyAa GupobIeny, GRIVYIMONU NAKPEANHIMADKYEUHHA M KORMPORL AKOCT HAQ .8uiye sraszanin Oltonuyl (Divenuysx) @ nosHin
sidnowidnocmi 00 sumoz GMP, wo ecmanosneni micyesuu PEYIAMOPRUM Opzanom, ma creyuhixayii Peccmpayitinezo noceiduenHs
Kkpatiiy-ivnopmepa. Hpomorkonu supoBuuynea, naxyeanns | anasisy cepii Gyao nepeaipero 4 susHanQ marumy, wo eidnogiomomes GMP.

Date:
Aamua; 244 2sza
Approved by:
Jameeponcena: RS R
. o . . —‘E%‘fé&_“i%i} 2 IS 3

Cypaiitivd _?H“%a}l.'i't L
'"‘éﬁ' TR LB RABOYED
l 3 i
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