: IEPXIIKCIIYKBA
JEPKABHA CJVIKEA 3

JIIKAPChbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJIACTI

npocnekt Banepis JloGanopcrkoro, 51, M. Kuis, 03110, Ten/akc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls. gov.ua, Kox E€APIIOY 37078774

BHUCHOBOK

PO SIKICTH BBE3eHOro B YKpainy JIiKapcLKOro 3acofy
24.03.2021

Ne 12263/21/10
CYMAMEA®

(HaliMenyBaHHA Nikapcykoro 3acoby 3rigHo 3 peectpaniinum TIOCBLHEHHAM)
TabJieTkH, BKPHTI mIiBKOBOX0O o6oomKom0, 10 500 Mr oo 2 TabieTka y Gaicrepi;

o 1 Gaicrepy
y KopoOi
(Gopma Brmycky, nosysanus, sun NaKyBaHHA NiKapcekoro acoby)

Howmep peectpauitinoro nocsimzennn UA/2396/02/02 CTPOK Aii peecTpauiitnoro nocsixgenns 01,01.2099
Cepia nixapcrskoro 3acoby Ne 132011

Kinbkicts BBE3€HOrO HiKEPCRKOTO 32006y 27560
Bupo6uuk ILIIBA Xpgatcka 1.0.0, Xopearis

(HaiMcHYBAHRA BHPOGHMKA MiKApEHKOTO 3ac00y, kpaiHa N10Xoa%eHHs)
Beeseno B Yxpainy

ToBapncTBo 3 06MexenoI0 BiNOBinABHICTIO "Tena Yxpaina", inenr.
kom: 34770471

(naitmenypanns Ta xox 3a €/IPIIOY KOpHANTHOT ocobH afo npisenie, iM's, no Gatnkosi
0¢06H - ninnpueM,

Gisrmunof
i Micue MpoxMBAMHA Ta peecTpaifHuit HOMEp ofaikoBOT KapTkH nuaTHHKA
nonarkin aSo cepin Ta Homep macnopra)

Hpotokon sisyanenoro xoutpome ein 17.03.2021 Ne 0748/2.

3a pesymbTataMp  JepkaBHOr0  KOHTPOIIO BCTAHOBICHO, IO JKapchKWit 3aci6 EBeezemo B Vxpainy 3
AOTPMMAHHSAM BuMOr 3aKOHOZABCTEA MO0 3a6e3NeTer s AKOCT TiKapesKHX 3acobis,
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DPRUG PRODUCT
JUKAPCHKHE 3ACIE

Active ingredient
Axmuenuii incpedicnm

Baich number
{omep cepii

Batch size
Posmip cepii

Release quantity
Bunywgena cinexioms

Date of mannfacture
Aama supofiuuymea

Expiry date
Tipudamnuii 0o

Specification
Cneyughinayis

Batch Release Site

Hinviiays, sionosioansna w eunyox
Cepii

Certificate of GMP compliance of a
manufacturer

Cepmudhivam sionosionocmi GMP
rupobruxa

Number o manufacturing license
Homep aupobnior niyenzii

Bulk manutacturing site, primary and
secondary packaging, quality control
Bupobnuymeo wepospacosanof
RPOOVKIIL, NCPEIRIA M sMOPUILG
YAUKOGKA, KOumpaons HKoctmi
Cenificate of GMP compliance
Cepmudbicam sionociduecmi GMP
Number of manulacturing license
Homep supobinwior niyensii

XAl

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

HJHBA Xpeamexa o.0.0.
Hpiners bapyna higmosima 25, 10000 Saspet, Xopuamia

CERTIFICATE OF QUALITY
CEPTHDIKAT AKOCTI
Ne 1

SUMAMED®, film-coated tablets 500 mg, No2 (1 blist. x 2 tabs.)
CYMAMIEJ®, mabnemicu, expumi naickoeow oboronkoro, no 500 me,
No2 (I Gnicm. x 2 mab.)

Azithromycin 500 mg as dihydrate
Azumponiyun 300 me y eucnsdi onciopamy

132011
132011

27 560 boxes
27 560 xepobox

27 560 boxes
27 560 kopobok

01.2021
01.2021

01.2024
01.2024

SDRA024967
SDRAO24967

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
HHIBA Xpoamexa o.0.0.

Hpinaz bapyna Dininocuaa 25, 10000 3apeb, Xopsamis
Ne UP/L-530-10/19-03/12; 3R8t-10-05/241-19-07

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

Ne UP/1-530-01/13-03/08
No LIP/1-530-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TTIBA Xpeamexa d.o.0.

Hpinas bapyna Bininoeuya 25, 10000 3azpeb, Xopsamis

Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07
No UP/-S30-10/19-03/12; 381-10.05/241-19-07
Ne UP/I-530-01/13-03/08
Mo UP/-530-01/13-03/08

Marketing Authorization License Ne UIA/2396/02/02
Peecmpayitine nocaioyenns Ne UA/2396/02/02
Importing Country Ukraine
Kpaina-imnopmep Vepaina
TESTS REQUIREMENTS RESULTS |
BHIIPORYBAHHS BHMOI'H PEIVIILTATH §
]
DESCRIPTION (visually) Pale blue, oblong biconvex film-coated tablets, with imprint Conforms ‘
B PLIVA on one side and 500 on the other. J

/5/( e, A/Ozs”/?f 0l 2002 o
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OITHC (gizyanvno) Tabuemun, sxpumi nuiskosot olosonkor, ceimuo-traxcumnosco | Bidnosioa:
Kanbopy, doscacmot dhopau, dsoonyviri, 1 nanicos PLIVA 4
oduoco Gory i 500 2 opyeoco Gowy.
UNIFORMITY OF DOSAGE UNITS | Corresponds to Ph.Eur 2.9.40. requirements o Conforms N
(Mass variation)*
OHHOPUTHICTE JTO3OBAHHX Bionosioae sumocam Cep. @. 2.9.40 Bidnosioae
OAAHHLD (sapiayis macu)*
DISSOLUTION (HPLC) | Not Iess than 75 % (Q) 101%
After 45 minutes
POIYHIEHHA (BEPX) He memme 75 % (Q) 101 %
Hepes 45 xounun T
IDENTIFICATION*
UIEHTHDIKAIIST*
Azithromycein (UV) Corresponds to the standard Conforms
Asumpominun (V@) Bidnosioae cmandapmy Bionogioae
Azithromycin (IIPLC) Corresponds 1o the standard Conforms
Asumpomiyuu (BEPX) Bionosidac cmandapmy Bionosioac:
ASSAY (HPLC) o 4750 5250 mg - 494.2 mg
KUIBKICHE BH3HAYEHIS (BEPX) | 475,00 5250 m2 4942 m2
IMPURITIES (HPLC) B
HAOMITIIKH (BEPX)
Impurity F NMT 0.5 % <0.1 %
Homimna F He binvute 0.5 % <01 %
Impurity I NMT 0.5 % <0.1%
Homiwrca 1 He Ginbwe 0.5 % <01 %
Impurity J NMT 0.5 % <0.1 %
Homiuieca J He binvwe 0.5 5 <0,1%
Impurity E NMT 0.5 % <0.1 %
Momimxa E He 6invue 0,5 % < 0,1 %
Impurity M NMT 0.5 % <0.1%
Hominica M He binve 0,5 % < {1 %
Impurity N NMT 0.5 % <0.1 %
Hominca N He 6invue 0.5 % <01 %
Impurity L NMT 0.5 % <0.1%
JHomiwxa L He finowe 0.5 % < (1%
Any unknown impurity NMT 0.20 % <0.10
Byan-sixa negidoma dosima He Ginnure 0,20 %5 < 0,100 %%
Total impurities NMT 3.0 % < 0.1 %
Jazaoni domirurcu He 6invwe 3,0 % <1 %
WATER NMT 6.0 % 42 %
ROJIA He Ginvuwee 6,0 % 42%
MICROBIAL PURITY (Ph. Eur.
2.6.12,2.6,13)*¢
MIKPOLTONOPTI LA YHCTOTA
(Cap. b, 2.6.12, 2.6,]3)**
Total Aerobic Microbial Count NMT 10° CFU/g <5CFU/g
Sacanona Kinesicme aepobuux He Ginve 107 KV <3 KYO/:
MIKPOOP AT it
Total Yeasts and Moulds Count | NMT 102 CFU/g <5 CFU/g
3azanena xinokicme He Bineme 107 KYO/z <5 KYO/
Opiscdxcoanx i nricenesux zpubic
Escherichia coli Absent Absent
Escherichia coli Biocymns Biocymun
* - Not tested during stability. h
* - He koumponmowms 6 xX00i sussenns cmabirenocmi,
** _ Tested on every 5th batch and at least onc bateh per year.
Tested at the beginning and at the end of shelf life.
Crop.233
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¥¥ - Koumponowms koxcuy 5-my cepito, aie ne Menuie oonici cepii na pik.
Konmpomoioms na nowamey i ¢ xinyi mepminy nproamuocmi,

Impurities:

Impurity I = 3'-N-demethyl-3'-N-formylazithromycin

Impurity [ = 3'-“N-demethylazithromycin

Impurity J = Desosaminylazithromycin (13-O-decladinosylazithromycin)
Impurity E = Aminoazithromycin (3 "(N,N-didemethyl)azithromycin)
Impurity M = 3*{N,N-didemethyl)-3 N-formylazithromycin

Impurity N - F-de(dimethylamino)-3" oxoazithromycin

Impurity L= azithromycin 3'- N-oxide

Honinry:

Hosimra 1 = 3-N-oememun-3 “N-thopminasumpostiyun

Homiwika I = 3-N-oememunasumpomiyun

Homiura J = Herosaminimasumponiyun (13-O-dexnadunosasumponiy)
Homimra = Aminoammpominan (3'-(N,N-dudesemin) dSRMpOM i)
Homitiga M = 3" (N, N-dudememurn)-3 “N-hopminazumponmiyun

Hostiwwa N - 3-oc(ousemmaning)-3 “oxcoannposiyun

Homimra f, ~ ampominnnty 3" -N-oxcd

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 couniry.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3aasa npo cepmudpivayiro: Jliicuum s sameepdocyio, wo nasedena suwge indhopmayia © docmogipuows ma mounow. s cepis
npodykmy Oyna supobuenda, sxmovdiowy RAKYEARNA/ MAPKYEaHI ma KOHMPORe SKOCHE HO guie BRAaiin olmiuyi {(Obbnunsx) e
nosHiu sidnogionocmi do sumoz GMP, o ecmanoaneni Micyegum pesynimopium opeanom, ma cneyudgicayiii Peecmpayiiinoso
nOCBIONEHH kpdinu-imnopmepa. lpomoxonu aupobuuymea, RAKYGaHIA { ananizy cepii Oyno nepegipeno 1 eusnano maxumi, o

sionoegioawmes GMP.

Ak e weou
Date: oot s - ,;i{.{,{ 1
3 LXK
Aama: R
/) ]
‘Approved by: ‘ © 4 -
Jameepoxnceno: :
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