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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPIL JIIKAPCBKOI'O 3ACOBY

Name of product/Hazea npoaykry TOBROCIM-NEXT COMBIL, eye drops,
suspension, 5 ml of suspension in dropper vial, |
dropper vial in a carton with labeling in
Ukrainian. / TOBPOUWUM-HEKCT KOMBI,
Kpari OYHi, CyCNeHsis, mo 5 ma cycneHsii y
¢uakoHi-kpanensHuui, no | (dnakoHy-
KpanensHuli y  KapTOHHIM  kopobui 3
MapKyBaHHAM YKPaiHCbKOK MOBOIO

(strength, dosage form, package size and
type/ 1o3yBaHHs, Jikapceka (opma,
PO3MIp | TUI YIAKOBKH)

Active substance/ aitoua peyoBHHa Each 1 ml of suspension contains: tobramycin 3
mg and dexamethasone 1 mg/ 1mn cycnensii
MICTHTBL TOGpaMiMHy 3 Mr Ta fiekcameTasony |

MT
Manufacturing country/ kpaiHa- | Greece/ ['peuis
BHUPOOHHK
MA number/ Homep PI1 NeUA/17537/01/01 valid till 22.07.2024/

NeUA/17537/01/01 nie no 22.07.2024

Batch number and size/ Homep Ta posmip | 000392
cepil

20050 packs/yn

Date of manufacture / [lata supo6runrea | 01/2020

Expiry Date/ Crpok npunathocri 01/2022

Name, address and license number of | RAFARM SA
manufacturing site/ Hasea, aapeca i

HOMep NiLieHsii BUpoGHHYOT KibHUL] Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki,

TK 19002, TO 37, Greece /

PADAPM CA

Teci Iyci-Xarsi Ariy Jlyka, [eanis (Arruka),
ingexc 19002, n/c 37, I'pewis

Manufacturer’s authorization
Ne0000000066/18/2 from 2019-11-14 /
Bupobnuya niuenzis Ne0000000066/18/2 sig
14.11.2019

GMP certificate / GMP ceprudikar Conclusion Nel74/2019/C-558 from 16.04.2019
/ BuchoBox Nel74/2019/C-558 sin 16.04.2019
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Indicator/Ilokaznuk Specification/Coeundixanis Result/
PesyabTar
Appearance/ Onuc White, homogeneous suspension / Bina, | Complies/
OJIHOPIJIHA CYCIIeH3is Bianosigae
pH/3navenns pH 5.0-6.0 29
Uniformity of volume / 4.9-5.2 ml/ 4.9-5.2 mn 5.0 ml/ 5.0 mn
OaHopigHicTs BMicTY
Osmolality/ 280- 352 mOsmol/kg 290 mOsmol/kg
OcMONANBHICTE 280- 352 MOcMons/kr 290 MOcmons/kr
Identification
/IzenTudikauin
- Tobramycin/Tobpamiuun Positive by method HPLC /TTozuTurHA 3a Complies/
metoaoM BEPX Bianorijae
Positive by Diode-Array detection /TTosuTuBHa Complies/
3a J1i0AHO-MaTPHIHHM JIETEKTYBaHHAM Bianoginae
- Dexamethasone/ Positive by method HPLC /TTo3utuBHa 3a Complies/
JekcameTaszon meroaom BEPX Binnoginae
f;)si.tive by ]:iodi-:xrray detectioni/l'[os’,HTuBHa Complies/
AI0HO-MATPHYHUM JIETEKTYBAHHAM . ;
- Benzalkonium chloride/ (E;mnolﬁzmjte
BeHzankonito xnopua Positive by method HPLC /TlozuTrEHA 323 Bf)mp s
MeronoM BEPX Hinosiaae
Content of tobramyein /
KinekicHe BH3IHAYEHHHA 950_1050% 100.8%
Tobpamiuuu ’
Content of dexamethasone /
KinbkicHe BH3HAYeHHSA 95.0-105.0% 100.5%
JexcameTasoH ;
Content of benzalkonium
chloride / Kinnxicae
BH3HaueHus Beuzankonito | 90.0-110.0% 101,1%
XnopHa
Related substances of
tobramycin, %/ CymyThi
pomimku Tobpaviyun:
-Neamine / Heamin Not more than 0.5% / He 6inbwe 0.5% 0,0%
- Kanamyein B / Not more than 0.5% / He Ginbiue 0.5% 0,0%
Kamaminuu B
0,1%
- Impurity I (RRt 1.04)/ Not more than 0.5% / He 6insiue 0.5%
Homimka I (BUY 1.04)
- Nebramine / He6pamin Not more than 0.5% / He 6inbie 0.5% 0,0%

- Deoxystreptamine
Kanosaminide /
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JeokcHeTpenTamMiny Not more than 0.5% / He Ginbiue 0.5% 0,1%

KAaHO3aMiHIig DR
, 170

- Impurity F (RRt 0.73 & Not more than 0.7% / He 6inswe 0.7%
RRt 0.74)/ Jomimka F

: 0, .74
(BUY: 0,73 Ta 0,74) 0.1%

- Any other impurity / Not more than 0.1% / He 6ineme 0.1% .
Byae-aka inma gomimka 0,5%

- Total impurities / Beworo | Not more than 1.5% / He 6inpie 1.5%
AOMIIIOK

Related substances of
dexamethasone / Cynytri
AOMIMIKH [Jexcamemason.
) o . . - 0,1%
Adly individual ““p“.my/ Not more than 0.5% / He 6insue 0.5%
byne-Axa okpemMa noMinixa
- Toj{al impurities / Beporo 0,1%
JIOMILLIOK

Not more than 1.0% / He &inpwe 1.0%

Particle sizes (per 100 pl of
suspension) /Po3mip

YacTHHOK (Ha 100 Mk 0
cycnensii); Not more than 20 / He Ginbie 20 yacTunok
NB particles> OR=25uM/
HaCTHHKH >25MKM 0
NB particles> OR=50uM/ Not more than 2 / He 6insiue 2 yactiHOK
JACTHHKH >50MKM

NB particles> OR=90uM/

Not a single particle / JKoauoi yacTHHKH 0
YACTHHKH =90MKM SR A

Sterility/ CrepuabnicTs The solution should be sterile/ Posuun nosunen | Sterile/
OyTH CTepUNBLHUM CrepunbHuii

* reviewed and accepted
The batch meets the requirements of QCM for MA NeUA/17537/01/01/ Cepis Bignosigae
sumMoram MK no PIT NeUA/17537/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Vnakoska,
MapKyBaHHS Ta TEPMIH NPHIATHOCTI BIAMOBIAAIOTE BUMoram MK .

Storage: This medicinal product does not require any special storage conditions. Keep out of
reach of children./ Jlikaperkuii 3aci6 He BuMarae cnewianbHUX YMOB 30epiranus. 36epiraty y
HEJOCTYIHOMY Ui AITeH MicLi.

[ hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site
in full compliance with the EU GMP requirements assigned by the local health authority and also
in accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
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reviewed and found to be in compliance with GMP (Conclusion Nel74/2019/C-558 from
16.04.2019) requirements and were signed by the responsible persons of the above mentioned
manufacturer./ Llum s nigTeepmkyio, wWwo HaBefeHa Buie iHOpMauis € JOCTOBIpHOI Ta
TO4HO. Lls cepis npoaykuii Gyna BMroTOBNIEHa, BKNIOYAIOUM MAKYBAaHHS, MapKyBaHHS Ta
MPOBEACHHS KOHTPOMIO 1l AKOCTI Ha 3a3HaveHii BUpoOHMYIM AiNAHLI v noBHIN BignoBiaHOCTI 3
Bumoramu GMP, BCTaHOBIEHHMH MICLEBMM PEryJIsTOPHHM OpPTraHOM, a TAKOXK BIAMOBIAHO /10
creungikauii, WO MICTATBCA B peecTpauiliHOMy [0Che, 3aTBepKeHOMY B YKpaiui jns
MOCHI/UKYBAHOTO JliKapehkoro 3acoby. [IpoTokond BUPOGHMIITBA, NaKyBaHHS Ta NPOBEEHH:
ananiszis  Gynu  nepeBipeHi, BCTaHOBNIEHO BiAMOBiAHiCTs BuUMoraM GMP  (BucHoBok
Nel74/2019/C-558 gin 16.04.2019) Ta nignucaHo BiAMOBiZaNEHUMEH 0cobaMH BUPOBHHKA.

Issued by/Bupano

Qualified Person/ YnoeHosaxkena ocoba:
Klimentini Barbarossou/ KiumenTini Bap6apoccy
Date/ Mara: 26.02.2020
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JIEPJKIIIKCIIYKBA YKPATHU
JAEPKABHA CIYXEBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMU Y KUIBCBKINA OBJIACTI

npocnekt Banepis Jlobanorcrkoro, 51, m. Kuis, 03110, ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
PO SIKICTL BBE3€HOr0 B YKpaiHy JiKapchKoro 3acody

21.04.2020 Ne 19852/20/10

TOBPOIMM-HEKCT KOMBI

(HafiMCHYBaHHA NiKApCLKOTO 3ac00y 3TIAHO 3 PecCTPALiHIIM NOCBAYCHHAM)
Kpanui 049Hi, cycnensis 5 mu cycmensii y quiakoni-kpanessHuni, mo 1 praxoHy-KpameabHani
Y KapToHHiii Kopooui

((popma sumycky, no3yBaHHS, BUA MAKYBaHHA JiKapchKOro 3acoly)

Homep peectpauitinoro nocsinsenns UA/17537/01/01 crpox mii peecrpauiiinoro nocsimuenns 22.07.2024

Cepist nikapeskoro 3acody Ne 000392 Kinekicts BBe3eHoro nikapeskoro sacoty 20000
Bupotuuk PADAPM CA, I'penis
(makiMenysanns BHpOGHHKA JiKApCEKOTO 3ac00y, KpaiHa MIOXOKCHHA)
Baeseno B Vipainy CnisibHe yKpaiHCEK0-€CTOHCHKE MiANPHEMCTBO ¥ dopmi ToBapucTBa
3 obmexenor BianoBinampuicTio "' OnrimMa-®apm, JIT/T", izenr. kox:
21642228

(naiiMeHyBanns Ta koz 3a CJIPTIOY ropuanunoi ocobu aGo TpisBuIE, iM'A, 10 6aTEKOE] GizmuHoT
ocoGu - mianpuemus, ii MicLIe IPOXUBAHHS Ta PEECTPALHHHHE HOMEp 06niKOBOT KapTKH{ TIaTHHKA
nojatkie abo cepis Ta HoMep macriopra)

[IpoTokon BisyanrHoroe xourpomo sig 10.04.2020 Ne 1208/2.

3a pesyibTaTaMH JEPKABHOTO KOHTPONK) BCTAHOBIEHO, IO mkapcekui  3aci6 BBeseno B Vkpainy 3
HJOTPHMAHHSM BHMOr 3aKOHOJABCTRA IIOAO 3a6e3IIeueH T SKOCTi JIKAPCHKHX 3ac00iB.
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