HEPXJNKCITYKBA
JEPIABHA CIIYIXEBA 3 J]IKAPCBKKX 3ACQETB TA KOHTPOJIO 3A
HAPKOTHKAMU ¥ KHIBCHKTH OBJACTT

upocniext Banepis JlobaHorckioro, 51, M. Kuis, 03110, ten/ake: (044) 363-06-50
E-mail: dis.ko@dls.gov.uaht ips://www.dls.cov.ua, Kog CHPTIOY 37078774

BHCHOBOK
PO SIKICTH BBe3eHoro B Yipainy JikapesKoro 3ac00y

24.03.2021 Ne 12264/21/10

CYMAME/I® ®OPTE
{Haftuenyranna nikapchkoro sacofy 3riiHo 3 peceTpanifEuM MOCK Tecus )

HOPOUOR ZA0 0pakHol ey cuensii 3i emaxon masmm, 200 mr/S v 1 (IIAKOH 3 NODOWMKOM
Amt opasinaol eyentensii o 37,5 s (1500 mr) pazom is OIIOCTOPOHHLOIG MIDHOIO J10MKeNiore
Ta WHPHOM A 03y BN ¥ Kopolui
(popata BHITYCKY, NO3YEANNY, BH DAKYBAHES JIKapCLKOro 3aco0y)

Houep peectpaniitiioro nocsizenns UA/15662/01/01 crpox aii peecrpauiiinoro nocsigsenus §1.01.2099

Cepia nikapcrroro sacoby Ne 1293120 Kinexicts BBe2eH0ro nikapehkoro acoby 3900

Bupotunx TDIIBA Xpparcka 1.0.0., Xopsaris

{Ha¥MeHyBanng BUDOBHAKA TiKapCLKOTD 33¢00y, KpalHa HOXOINERHS)

Beeseno B Yipainy Tosapucrso 3 ofmexenoio sixmosinannmiero "Tepa Yxpaiua", igenr.
wom: 34770471

(maiivemysans ta ko sa CJPTIOY wopuanaHol 0coby a6o npizprite, iM's, no Satexoni Qisuuuoi
ocoby - nimupremus, 1f Micue tpoxsapanis Ta peeotpauiinui HOoMeD o0RiKoBoT KAPTKY NIaTHHES
nozarxis afo cepis Ta oMep MacropTa)

Hpovowxon nisyanunore konrpose sin 17.03.2021 N 0748/3,

3 peaysLIaTaMH NEPWABHOMO  KOHTPONK) BCTAHOBAEHO, WO  JKAPCHLKHI  3aciG BRE3CHO B Ykpalny 3
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ACTPHMAHHSM RAMOr 30KOHOABCTBA 00 2a06CINEUEHHS 5 HOCT] JIKEPCLKHX 32001k
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Ba¢TydHITK HAMIBIK

Onekciit COJIOJPAN

(imindany Ta npissmmc)

(nocasiuid aeod: CPKIBHOTO KOHTPOMIO)




@ rLIVA

DRUG PRODUCT
HIKAPCHOKHET 3ACTE

Active ingredient
Aot inopeoivum

Batch mumber
Hostep copit

Baich size
swip cepif

Release quantity
Bunvigena ginncicnn

Date of manufhcture
Hanie cupaliniymea

Hxpiry daie
Hprdamng go

Specilication
Crienreizayin

Batch Release Site

Hinonuig, cidanosiowena GUINVCOR
Cepii

Certificate of GMP compliance of a
mannfheturer

Cepminbicam eionocicnocmi GMP

FULOEIII

Sevuinber of manufctoring leeise

Hoiep sipoie 2iyewsin

Bulk manufucturing site. primary
and sccondary packaping, quality
control
Buponmapmeo uepe shacosaof
APCOVRIIL, QCPENITHG 1 SO
VIUROGK U, KOIoAn skocif
Certificate of GMP® complinnce
Cepiinpiveani sidnoeionoci
AP
MNumber of manufacturing license
Hostep supobusol wiyen iy

Marketing Authorization License
Pecompaniinie noceiductins

hporting (ouniry

Kpdisa isinopmers

ﬁ@&w gty Aty 2404
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PLIVA Hrvatska d.oo
Prilaz baruna Filipovien 25, 10000 Zapreh. Croatia

TR Npeamcwa o) oo
{panars oapyaer Diginocune 25 10000 Sacpea, Nopeanis

CERTIFICATE OF QUALITY
CEPTHOIKAT SSKOCT!

Ne ]

SUMAMED® FORTE, powder for oral suspension raspberry
flavoured, 200 mg/5 mi, 37,5 ml (1500 mp) in botile Nel with 2 one-
sided measuring spoon and a dosing syringe

CVMAMEJ]" DOPTE, nopoaor ot opansnoi CYORCHsiz B eanon
A, 200 a1 /5w io 37,5 s (1500 a1), v ghwaroini Nel [E0A 0
fl(.“{r?{'i?.'()])(}”flh(}i(} ."I‘Iff}?f(?t'ﬂ HOHCCHICOO T W AL chast (J{)';‘_;'(-‘[HHHJ

Aathromyein 200 wg as writhromycin dilvydrate
Asusiponainuny: 200 s v sscnndi snpostision O, iy

1293120
1293720

3 900 boxes
3 900 kopotior

3 910 boxes
3 900 kopobor

12,2020
£2.2020

12.2022

12.2022

SDRAO55510
SDRAOSSS10

PLIVA Hrvatska d.o.o.

Prilaz. baruna Filipovica 25, 10000 Zagreh, Croatia
HINBA Xpramcxa d.o.0.

Hpiras Gapvica Dininosisg 25, 10000 Bucpets, Nopoamin
Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07

N UIPAL-530 10/19-03/12: 381 10-05/241-19 07

Ne UP/1-530-01/13-03/0%
A LIPAE S30-01/13 03/08

PLIVA Hrvatska d.o.o.
Prifaz baruna Fifipovica 25, 10000 Zagreb, Croatia

HIHBA Xpaaniora o.0.0.
{piters bapvna Dininosua 23, 10000 Sapod, Nopaamin

Ne UP/-530-10/10-03/12; 381-10-05/241-19.07
No LPA-S30-10/19-03712: 38T 10-05/241 1907

Ne UP/I-530-01/13-03/08
Ne UP7E-530-0171 3 03/08

Ne UAS5662/01/01
No AT S66.2/01/01

Ukraing
Vepairicr
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200 mi/S m, 375 M

TESTS
BUIIPORYBALIS

APPEARANCE OF THE POWDER FOR
ORAL SUSPENSHON

200 mg/S mi, 37,5 il

OHIC HOPOITRY JUISEOPANBIO!
CVUTHSHBI

APPEARANCE OF 11 PREPARLD
SUSPENSION*

200 mg/S mi, 37.5 ml

OHEIC TOTOBOT OPAJIB1OF CVCTIRIF T
200 Mr/S s, 37.5
WATER

BOY(A

PHACap_ b 22 3%

INENTIFICATION

DHENTTTRIK AT 31
Azilhvomycin (1P ©
sumpessinuy (BI5PX) ©

Azithromycein (11V) @

s Arnpontiyun (V) ©

" ASSAY

L 200mp/Sml
| Lvery 5 ml of suspension contain

Aathromysin

CRKLIBKICHIE BHHAN IS

200/ 5300

Roweni 5 avt cvenowsii siicmsnm,
Avanpostinun _ -
UNIFORMITY OF PREPARED ORAL
SUSPENSION CONTENT * ©

COYHOPYIHICTS BMICTY 8 1'OTOBIHT

OPAIBIHT VOIS T
UNIFORMITY OF THI MEASD RED DOSI

CMASS (Ph Fur. 2937)% 0
CCVIOPYUHCTE 8MoactH BUIMIPAIFLN j{¢ )3

C(Cup. . 2.9.27)%¢

TIPURTFIES (HPECY*

AT (BRI
Impurity I (3-N-demethyl-3-N-
formylazithromygin)
Haostinra 1 (3 N-oesremun 3-N-
hopsiLtarsinpostian)
hupurity 1(3- Nedemothylazithromyein)
Hovifrna 13N destesia mposinun)
Tmpueity 3 (Desosg rnylazn hromyein)

Hosstueca S (e AT PO )

1

Impurity | (Azithromyen N-oxide}
Hostiika 1, {Asinnpassfipany N-oxcia)
Impurity Kt Impurity M
(Aminoazithromyein | 3-(N.N-didemethyl)-
3N formylazithromycin)

Hostiva K1 JHosiininea M
(Awtinoammpossii + 3-(N,N-oucesemi)-
F-N-thopssinarsimpostiun)

Impurity N (3-de(dimethylamino)-3-
oxoavithromycin}

Hostince N (3 de@dusenntasing)-3-
OKCOA B OM I

&
,f

TNMT 1.5 %

RN

‘
H

, BIMOLT]

White to yellowish-while powder with characteristic
raspharry odour.

| Binnic aisor weosuvaamo-Giaui noghoton
NUPIARICPINAL TNt MaAnnn, |

Yellowssh-white bomogenous suspension with
| characteristic raspherry odour
|

HKovsmysamao 6ina oonopiong CUCHOI s
NUPLEKINCPHIUAS SRUXOM DTN,

’ He binbie 1.5
85 110

;

1

i Corresponds to the standard
Biduosioas conandepmy
Corresponds 1o the standard

© Bidnovidae cmanoapny

| 190.07 210.0 mg
|
i
!
1900

21040 s
l_R‘i % - 115 % from ﬂ:ldbtfkd amount

83 %o 15 "o i) sustancuol kKinnkoomi

| Meets the Ph. Fur. 2.9.27 requirements

|
|

3

|
-
|

H

i

|

;

Bicsnosia: susmoca Crp. g, 2.9.27

i

i

NMT 0.5 %

He Gibiee 0,5 7
CNMT 0.5 %
e Ginotne 1,5
S NMT0.5%
He biannie 0.5 9,
NMT 0.5 %
He Giante 6.5 "y
NMT (1.5 %

He 6inpiae 0.5 "y

NMT 0.5 %

| e Ginoue 0.5 %4

RESULTS
PE3YHULTATEH

s};ziisf‘uu*;ury

Bicvaiescio

satmsfactory

o Bichroioe

T 04%

ﬁ,‘:’ “u
105

10.5

salisfactory

| Bidnosickas

i satisfiactory

L Bidnoioae

2000 me

2004 a5,

GG 7059,

satisfactory ;

| Bédnonioae

‘ %

- U,f o

= 0.1 %
/0
01 %
= (},f ”u

= e
< 0.1 %

: E “,[ Yo

< 0.1%

i - r}'l ”fj
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Any unidentified impurnljgﬂ "' NMT 020 Y L0010 %
Iy sina necickose doarince Ve Gireee 0,200, < { 1o,
Tolal impuritios [ NMT 3.0 % 01 %
Ser il Goeitir He invee 3,0 7, ‘ 0.7 %
DISSOLUTHON (in 45 min) * NLA 70 % () 97 %
,"(}';’WI{[_{_/-_HH}! ey LS X * e Aterize 70 % () B ) 97
, MICROBIAL  PURITY  (Ph. Bur 2608,
| 26,13y |
CMIKPOBIONODT A YHCTOTA (Cap. o, %
| 26,12, 2.6.13)%* |
Total acrobic microbial count PNMT 0P Clii/g [ <3 CFU
Turaibnag giokicmn acpetne e Ginae 10P KV | < 5KV,
AERPOOpC AT e % i {
Tofu!l yeast and mold count NM'T 107 CFL ifg <3 CFU/g 1
| Setcantna Kinpricmn dpinoxcosi mi He Giwvtee 160" KV < EANVO- i
| HAECCHCGIY Oputis H | '
Faeherichia goli - Absent Absent
Escherichio coly Bidcymus - Biocroms

*Hlest is conducted Tor prepared suspension
* Koumpoaiowme ¢ comosis; CYCRCH T

“ested on every 5" batch and at east one batch per year. Fested at the beginning and the end of shelflife.

2 Kenmiposicome KONCHY S-mp copim, wie ne senmie oomici cepii na pik. Kvamporsioomes i ROULBIEY § 6 KINYE mepainy
Pt amnGenr.

" do not tested during stability

“He koumpomownie ¢ xo0i suawenns catinenoci

Certification statement: | hereby certify that the above information is authentic and accurate. This batch of product has been
fubricated 7 manufactured, ncluding packaging and quality conltrot at the above mentroned site(s) in full compliance with the GMP
requirements of the local Repulatory Authority and with the specifications in the Marketing Authorisation of the imporiing country,
Phe batch processimy, pachaging and analysis records were reviewed and found to be m complianee with GMP,

Sanua npa copinidivaniio: Jicnuse s SEIGCPOFCVIO, 1O acedena slige nhopsanin ¢ QOCHOGIIOr Bt moaioin, i copn
UPYIOVKIEY VUG GUPGlema, eiaonao HURYGURIS/A QPR Edins: i ROHHEIDGMS AKOCIN G SHIe GRU il dinositgl (Huviiguy) o
fai GIOHGGINIOCT Do Baae. GME, o semanosueni sticios PCNISIMOpHUM  opeanost, ma chequihicayii Pec Wi turoco
HOCGIGCHISE Kprting itnopmepa. Hpomoxonu BUPOOHUNRIG, BOKYGdiis | Az copit ovao RCPCEIDCua 1 a1e o mas i, o

widaocidaomn (GATP,

e
MNamu:

Aaroved by: : -
. feponeeno:
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