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Active ingredient.
Axrrrginiil incpedicnnt
Batch nusiber

Hoxep cepii
Batchsize

Poastip copif

Release quantity
Bunyigena vivsricoms

Date 6f manuficture
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Empir},‘rjdaw N

Tlpudamnuii e
Speﬁiﬁcatiﬂﬁ
Creiyrghicanyis

Batch Release Site-

Hinwiangs, siovomiowisiag i o

cepii

Certificate-of GMP compliance ofa

tanufactorer

Cepmughixam sionogionsemi GMP

RUPDOEHUK A

Number of munutsctormg hcense

Hosep eupobistecoi nineii

Bulk manufacturing site, primary amnd

Necondary. paa:k'zgm gy quahity control

Bupobsingmen seposhacormiod

NPOSVIIT, REPEIIII- T BIOPUHTTE

VHAKOSKA, KOUIPORG SKOCHTT
Certificate of GMP compliance

Lepmudbivam vionogionocmi GMP

‘Number of manufacturing Heense
THomep supobineo siyersi
Marketing Authorization License
Peeompuytiine nocridyeniv
Importing Country
Kpaina-imnopmep

CEPTHGIKAT SKOCT
N1
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| PLIVA Hnsslskad.gn.
Prifaz baruna Filipovica 25, 1000 Zapreh, Croatia

N | THHRA Xpogmoka o.o.0.
Hpinry Gegsynar hiiosioia 25, 10000 3aspesi. Xopuania

CERTIFICATE OF QUALITY

'_bUM&MBD“‘} film-coated tablets 500 myg, No2 {1 blist. x 2 tabs.)
CYMAMEI®, matinemscu, sxpumi nriexoecow o6 yonearxowo, ne SO0 m2,

NeZ (1 Gnicn. x 2 mab.)

Azithromycin S00 mg as diliydrate

Asimposinui 500 se v usindi ouidpamy

132011
132011

27 564 boxes
27 568 xopobux
27,560 boes
27 560 kopobor
01.2021
01,2021

01.2024

{12024

SDRA024967
SDRAG24967

PLIVA Hevatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

HLIHBA Xpeamcoxa 0,00,

fff?ﬂfﬂ*hﬂﬂ}’”ﬂ hiinoemia 25, 10000 3ucpet, Xopaantist
N UPA-530-10/19-03/12; 381-10-05/241-19.07

No UP/I-530-10/19-03/12;: 381-10-05/241-19-07

Mo UP/S30-01 13:03/08
No UIPA-530-011 213708

FLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreh, Croatia.

T BA Xpsamess H.0.0.

Hpiur bupynia thininoeusia 25, 10800 3azped, Xopeamis -

Ne UPA-530-10/19-03/12; 381-10-05/241:19-07
Ap UPH-530-10/F SAI3/F2; 3810572411967 4

Ne UPA-530- 01/13-03/08
M UPTERS30-08/F3-03/08

No UAR2396/02/62
N UIAZZ396/02/007
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OITHC {sizyarenn)

- TaGuemxn, skpioni ruiskoson oboroncon, CREAO-AIEKHITNDCG
| KORbOPY, o0 ucet hopm, asnonyesi, L Hancos PLIFA 3
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Bidnositac

UNIFORMITY OF DOSAGE UNITS
- (Mass variation)* |
OQHOPHIHICTh JIOIOBAHEY
OHRHHIB (sapiayis smacu)*

i Bionosioae sumocam Cop. . 2.9.40

DISSOLUTION (HP ECY
After 45 minutes
: :.I’O?i&f}fFl 1HH (BE PX}
1 Yepes 45 xeunss B

| Notless than 75 % (Q)

Conlorms

Biorosioue

i Hememae 75 % (0

| IDENTIFICAT ION*

| VIEHTHDIRATIA*

| Azithromycin (U?}
Asumpontiyun (YO}
-.}‘i?ﬁﬁ!‘t}my{;in (] IFLe )
Asumporsiynn (BEP. )

A ot g

_ 1{)]%

1101 %

Corresponds to the standard

. Rignosioae cmandapmy

“Corresponds o the standard
# ff}mmféﬂﬁffﬁﬂffﬁf&tzp?ﬁ_ 1’2

1 Contorms
1 Bionosidac
1 Conforms ]
|- Bionosioae

| ASSAY (HPLC)
| KUIBKICHE BH3HAYEHIS (BEPX)

4750 8250 mg

L 4750 - 525,0 me

| IM,PURII IES, (ﬂi’l (,.)
JOMIIIKH (BEPX)
Tmpurity F -
Aontirag 7
Impurity I
Homiwra 1
Tinpurity ¥
Homigiga J
Homimea F
Tpurity M
Hominica M
mpuriiy N
Homiusca N
Impurity L
JHossisa 1
Anyutknown impurily
f}‘l’t}h«ﬂﬁ'ﬂ HOCIHME DO TR

Total impurities
Jacansni Dominecs

4942 mg
FOA, 2 x>

NMTO05%
e Ginvure 0,5 %

T NMT 0.5 %

| He Ginsuee 05 %
'_ WT 05 % o
4 He-6botae 0,5 1

1 NMT 0.5 %
G He 6ummr£ 0,5

| NMT 0.5 %

0.
-’#.

He binowe 0,5 %

NMT 0.5%

| HeGinsure 9,5 %
| NMT 0.5%

He Glawe 0.5 %%
NRET 0.4 Y%

T Binnue .20
NMT 3.0%
He Oinvuwie 3,0 %

<0.1%

< %%

<0.1 %

O %
0.1 %

L U, f “fﬂ

< %

)1
R

<%

<01 %

L0 %
L <01 %
1<), Hi 2
| <01 %
1l Y

i .

WATER
| BOIA

T NMT 6.0 %

He FUHJH{EE *‘3 0 -fu

MICR{}BIAL PIM'I Y {Fh Fur,

§2.6.12, 26,133

| MIRPOBIONCHTUA STETOTA
(Cap % 26,12 2.6.13)**

“Totil Aetobic Microbial Count
Yo KEGR T depobiy
MIEDOOPIRT MG | |
Total Yeasts and Moulds Count’

SUZUNBHA RINTBKTCTH

Escherichia coli
Escherichia voli

INMT 1P CRU/g
| He Diwowee HP KV
OpisicOxcoguy i miicenesux 2pubie |
| Absent
.3 E;ﬁ::ymrm

e
1 4.2%

NMT [0 CFUy

:‘rfi’ ﬁmi*#ﬁ*?{}*!{'if{gxb 1 Y ‘

© *_Not tested during stability,

< .‘5 _K’}"{}f |

<5 CFU/g
<5 KVYO/y

- Absent

Biocymii.

¥ H{f KOHIMPOTGIOMb & X001 Grnsenis cmatitbnocmi,
- Tested on every 5th batch and at least oric batch per year.
Tested at the beginning and at the end of shelf life.

Crop.233
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Certification statement: 1 hereby certify that the above information is authentic and accurate,
-'fabricaied-if.-mangfapmﬂ;ﬁf,; mcluding packaging and quality control
requirements of the local Regulato

¥ - Konmpomowme goxeny. 5-my cepito, ane ne messue o0uict Copit 1 pik.

K rjﬂmﬁﬂm{mum; HE NOUAMEY i¢ :rfiﬂ;;%' MEPMIHY _?;pnfiaﬁf;}mrm 3

[mpurities:

Impurity T = 3-N-demethyl-3-N-formylazithromycin.

Impurity 1= 3-N-demethybzithromycin

Impurity J == Desosaminylazithromyein (1 3-O-decladinosylazithromyein)
lmpurity E = Aminoazithromycin (3"-(N,N-didemethylazithromyoin)
Tapurity M~ F{N;N-didemethyl}-3"- N-formylazitbromycin. |
Impurity N+ 3tde(dimethylamino)-3-oxoavit bromyein

Ampurnsty L= azithromycin 3= Nooxide

HHosixu:

Heslura 1= 3N-dessemui-3-N-hopuizrionpossinn
Homixa I'= I N-dememunasumporinin

Lal.

Hesiuga J = fieioanininasumpon itgteir ¢ 13-C)-dexnadinronoeiumpontiyun)

Hostisa 12 = AMitocaamposign {3 (N N-Oudesteniio) AHREADOM Df1e )
Homiuka M= 3 (N N-dudememun}-3"-N-dhopm IaFumpoMisi.
Hosshaxa N - 3-0¢(duseemivareine J-3orcownnnposiuin

Hoseimga £~ asumpentitginy 3= Neorciicy

.......

“This batch of product has been

sl at this -a&w&: mentioned site(sy in full compliatce with the GMP
ty Authorily and with the specifications in the Marketing Authorisation of the Importing countiy.

T hc,baichpmﬁessmg,paﬁkdgmgaﬁd analysis récords were reviewed and found to b it compliance with GMP.
3ansa npoe cepmudinanin: Htncnum 8 sameepoonyo, wo nasedena sunye fnhopmatiia ¢ dvemosipnon ma mousiown. T cepig

'npﬁ:}}*miﬁ_ Oy supobnenda, oHoadiou BOKVGAHHA/MAPIYE i
RoGHIE BionoGidHocmI Qo eumoz GMP, o
NOCGIGIERNT KPOTHI-iMROpIMeD.

gionoaiduioms GAP.
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