JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

10.11.2025 Ne 55455/25/10

BJIOI'TP-3

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
pPO34MH opajbHuii, 0,5 Mr/mi; mo 60 ma y gaakoni; no 1 guraxony pazom 3 MipHOIO J10:KeYKO010
(Ha 2,5 ma1 a60 S MJ1) B KapTOHHIH mavni

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpariitoro nocsiguenns UA/15359/02/01 crpox aii peectpariitnoro nocsinuenns 01.01.2099

Cepis nixapebkoro 3acoby Ne 2507356B Kinskicts BBe3eHoro nikapcskoro 3acoby 48
Bupobuuk benymo, 1iku Ta KOCMETHKA, J.1., X0pBaTist
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignpuemMii, i Miciie IPOKHUBAHHS T PeECTpaLliiHuil HoMep 00NIKOBOT KAPTKH IUIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sBisyaasnoro xoutpomo six 07.11.2025 Ne 3500/12.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

e s
Th §8y;
a\g’ﬁmm;

-

Ousra €EPBOMEHKO

{nligiec) {igigisr Ta Dpi3RMILe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.
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Benytio, MK T KOCMETHRE, LA,
syir. laning 5, 48000 Konpusriug, Xopsaria

BLELTKOHTP OO AROCT]

BATCH CERTIFICATE
CEPTUH®IKAT SIKOCTT CEPTH

Product nanie: BLOGIR-3, oral solution, 0.5 mg/ml 60 ml

[ bottle with a measuring spoon (2.5 ml or 3 mb Manufacturing date: 07.2025
Haitsienysanma npogyrty: BIIOTIP-3, posgms opanstnii, (L3 seian 80 v

10 1 GAAROHY PEIoM 3 MIPHOR) JOKCUKOH)

(R 2.5 M ado 5 i) 8 Kapronuii nausd Jlara gupodu e (07.2025
Bateh Niw 25073368 Expive date: 06.2028
Cepia No: 25073568 TMpsaranii ao: 00.2028

Quantity: 2.256 a' 60 mi Crropinga |42

Kinbkicts: 2256 vy, vo 60 ma

Strength of actionfactivity: 1 ml of oral solution contains 0.5 my of destoratadine:

Craa APakvHBEIicTh: | M possiHy opaabaoro viciurs (1.3 an aeanoparaaiy:

Marketing Awthorization in Ukvaine: UAZES359/02/01 — unfimited.

Peecrpantiiine noesirucenna v Ywpaiuiz LA/ S3539/02/01 aiv Sescipokoro

Conclusion of confirmuation GMP 06/2025/C-1209-25 fron 01.08.2028

BucHoror niarrepascury ceprofirara GMP: Ne 306/2025/C-1209-25 sia 01.08.2025

Muninfacturing authorization: Ne381-10-05/162-17-16

Hinewsis Ha supodmiig so: Ne3R1-10-05/162-17-16

Munufacturer: Belapo, pharmaccuticals and cosmeties, Ine. (responsible {or sceondary packaging. batch releise), Croatia

FAMAR AV E. (manufacturer of finished medicinal product, primacy. secondary packaging). Greeee

BupoGue: Bedyno, niki ta kocveriika, A4 (BUBORDKIIMIIT 32 RIOPHHBE fakysani, sunyck cepit). Xopratis;

DAMAP ABLE. (BupoSuuR ro1oBoro HiKapehrOro 3acody, HepsiHue, BropHuHe faryratts), Ppenia

Manufucruring site: Ulics Danica 3, 48 000 Kaprivaoica, Croatia (Belupo, phurmicewicals and cosmetics, Tne.)

Avlen Plant, 49t ke Nationad Rowd Athens-Lamia, Aviona Attiki, 19011, Greece (FAMAR AV F

Aapeca supodnuirsa: gya, Haviva 3. 48000 Kosipnsiing, Xopearia (Beayio, sk 1a KoeMeika, ;

Ar:iaon M, 49w Hamres Poast Arere-Jlavia, Awnom Artigi 19011 Ppenis (DAMAP AB.E)
PARAMISTERS REQUIREMENTS

fes]

PETVABTATH

FTAPAMETPH BUHMOI'H
APPEARANCE Clear. coloutless solution. Comyplies
OITHC [posopais GesGapiting postsil, Biagorinac
OROUR Pleasant fruity odour. Complies
SAITAX Tpuesasit gpyriosuil sarx. Bignosizae
CLARITY AND DEGREL OF Opalescence of oral solution should not be mare opalescent Complies
OPALESCENC thun reference susprension L
POIOPHICTE T CTYTIEHE MY THOCT] BrupaGysaninii posuoan ge nepesnitye s Brencnsiictbio Blanosizae

RZRIMYTHIC UL CradonRol evenesii L

IDENTIFICATION OF DESLORATADINE The UV spectrum of the st solution corresponds the 1V Complies

(U

LEHTHRTKALIA ZEZNOPA TAIHRY
(Ve

spectrum of the reference solution.
Yhecrienp  wsnpodyraoro mianoptae Ve
CHERTPY CTAVRPTHON® PeHIY

POy

Biaoyizue

IDENTIFICATION OF DESLORATADINE
(HPPLCy

VIEHTHDIKATIS AE3TOPATA LY
(BEPX)

The retention dme of the main peak in the cliromatogram of
the ext sofution should correspond w the reention time of
the puin peak 10 the chromasogrm ob the stndard solution
of desioratadine.,

Hac  yrpinvatse

OCHOBIOFG iKY N XPOSsATOSpasi
USJI’[[?UL"}'U(I.’!UI’ll" POHUNY  DOBHHCH planorizary ey
VIPIIMYBAHUA  OCHOBHOTO  [HXY  HA XPOMUTOIpINI
CTANPTHORD POVHIY XCIA0PA TRy

Complies

Ritieriaace

UNIFORMITY OF MASS QF DOSES®

OJHOPEIICTL MACHK 0341

Flestis performed od frst thive commerciat batches and tien
on o bateh per year

OF the 20 individual doses, no more than two deviate from
the average mass by mare than 0%, and none deviate by
inore than 2067

FTECT IPUBLAITEC HR TPLOX NEPUIRK HPOMIICAOBIX CePisX.
Aadl - wa oanditeepil wopiine

320 fmpiagadeies 10 de Sinage
cepetimol Macr Gixnm g m 10%
Gianm niw na 20%

MY

M RN HIBSIOThOCH BijL
0AHE BTN ACTHCH

&/

y ;
Y/ . ) ; b
/{%5 g{gu & »»/5?’3"/ Lot




g E i §§ gj@ Pharmacenticals and Cosmeties, Inc.., QUALFTY CONTROL DEPARTMENT
Ulica Danica 5. 48 000 Koprivoica. Croatia
Beayiic, K11 KOeMeTHED, LA,
gyar. Jlanina 5, 48000 Konpusnure, Xopsatia

BLLITKOHTPOIO AKOCTE

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPIT

Product nane: BLOGIR-3, oral solution, 0.5 mg/mi 60 ml

[ boltle with a measuring spoon (2.5 mlor 3 mh Muanufacturing date: (47.2025
Haitsienymani npoykty: BIIOVIP-3, posunn opansimii 0.5 s 60 s

1O 1 PAaROHY PasoM 3 MIPHOK) JOKCHROH)

{na 2,5 mavado 5 i) & Kaprowuiii nausi Hava gupoduniea 07.2025
Batch No: 250073568 Expire date: 06.2028
Cepin N 25073508 ITpsugarmuii o 06.2028

_ Cropiina 232

PARAMETERS REQUIREME RESULTS
HAPAMETPH BHMOTH PEIVALTATH
FILLED VOLUMEN Not less than declared volume Coniplies
OB'EM HALTOBHEHHA He srest i nodiHwbiyii o0'cy Bianoyiza
ot 060 37
CONTENT OF DESLORATADINE | [ mi of aral solution comains 0475 - 0525 mg/ml of 0.497 mg/nl
(HPLC) desforntading, e, 95,0 - 105.0 % of the declared conent. 99.5%
KEALKICHE BHIHAMEHHA | 1 poviay opasnioro sicrrs 0475 0.525 wi/va Q97 arfas
JIEAOPATAINHY (BEPX) SREIOPATIUIY. 90.5%
106 10, 98,0 - 105.0% pia suspaciol Kihgoet
RELATED SLBSTANCES (HPLCY | Neformyl impurity  not more than 044 Nt detected
Anv unknown impurity not mare than 0.4% 0.021
Sum of all finpurities net more than 1,59 0.021
CIOPOHAHT AOMITLKIT Fomigka N-opwmizt - e Giastac 0.4% HE BEBIRICHC
(31PN SVithestit HCCH THQMRORAHA AOMITTK - Ue BLIste 0.4%

Cyma BeiX AoMior - e Sizapie 1,5
AL PURITY TAMC: not more than 17 C
TYMC: nen more than 101 C e
Fxeherichic eolim g - absence
MIKPOBIOTOTTYHA YHCTOTA TAMC: ne daace 107 KVOQir

TYMC: me Soaee 10 KYOr

Exchericiio coli 3 1 v - giacy oz Biicyrus

MICROBIOLOGIC

ol of product has been produced, including
complianee with the GMP reguirements amd

Conclusion: | hereby certify that the above infurmation is authentic and accurate. This b
pachaging, labeling and quality vonuol. and refeased w the above mentioned site in B
with the specilications in the Marketing Authotization of the importing counuy. The bul recond was reviewed and found w be in
compliance with GMJP,

Bucniosox: Ll sacrizonyo, oo naneiena nine inopManis ¢ JOCTORIPIOIN Toronnow. e cepis opoaywkiy Gyrta sapodueny,
RESHOTATONSE TIAKYROINIL. MAPKYBAIA T KOIWTPOAL SKOCH. | BUIVIRCIE Ha BUREWMIATENH LB Y 1onleh BUNORIACT 1o
wineor GMP i cnendicaniii, sasraenix y peccipaiiiitosy rocsiaen spaitu-dimnoprepa. 3amic upe cepio Gyio nepesipeno i
gUraoBICHU. Mo son sianosiime sinoras GMP.

Qualitied Person:

TOTETEC. MPharm. Univ. M.
Viopnookeua acoba:
[lerei. Mbapan Y oM.
Date/ilara: 20.10.2025
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