Xaswllas

CEPTU®IKAT BUITYCKY CEPII HITpux-Kox
*UA+ 2211106*

Bunyiiexo
Actennac dapma HOpon b.B.

BC102735/3.0
Cropinka 1 3 1

Iudopmauisi npo npenapar

HajiMeHyBaHHSI POAYKTY: HOuninoke Comotad® 100 mr 10 Tabnerok
®opma 103yBaHHS: TabneTku, 1O AUCTIEPTyIOTHCS
Homep maTepiaay: 102735
Homep cepii: 22J1106
Po3mip ynakoBkwu i THm: 1 6nictep 10 TabneTok
KinbkicTs y cepii: 42.780 ynakoBOK
Cuaa aii/akTHBHICTB: Jokcuuunknin 100 mr
KpaiHa-npu3HayeHHs: VYkpaina
Peectrpauiiine cBizourso: UA/4694/01/01
KomenTapi:
[TpoaykT OyB BiANOBIAHO MPOTECTOBAHHMH Ta
Bianosiaae cneunpirkauii O He Bianosigae cneunpikauii

Honatok (u):

0 3BiT npo ckaan cepii ceptr(ikaT aHani3y o Honatok Amkup

o CeprudikaT BIXMOBIIHOCTI o Ceprudikar ananizy ais suxigHoi 0 Jlonatok Kasaxcran
CHPOBHHH

0 ApKylLli €THKEeTOK 31 LUTPHX- o ceprudikar aHanizy ana ADI

KOZOM

Sl niaTBepIKy0, 1O 3a3HaueHa BMIE iHQopMmalis € 1oCTOBipHOIO Ta TouHo. Ll cepis npoaykry Oyna BupobneHa, B T.4.
MaKyBaHHs/MapKyBaHHS Ta KOHTPOJIb AKOCTI Ha 3a3HaueHii AinbHMILI (3X) y NoBHiMH Bianosianocti 3 GMP BuMoramu Mmicuesoro
PEryJISTOPHOTO OpraHy i y BiImoBiAHOCT 3 crieluikallisMu peecTpatifnoro 10che kpaitu-iMnoprepa. [Tporec nakyBaHHs. BUITYCKY
Ta aHATITHYHI 3aricy OyIH NepernsaHyTi Ta BU3HaYeHi K Taki, 1o BianosizaioTs GMP BumoraM. BUpoGHHKH akTHBHHMX iHrpeieHTiB
(y) omepyIoTh y BiAMOBIAHOCTI 3 AeTanbHOIO HacTaHoBOK Mo GMP s novaTkoBHX marepiasis.

YnosHoBaxeHa ocoba:

o [eppit ®@pancen o Ci6ens Kiniu Kapran o Xinrina Pabenink o Jlopenc Pypna
Opanc HImiar 0 Mapro Bau aep 3i
Hara: 14 nucronana 2023 [Tignuc: /mignucano/

Bupo6eno Mennen, Xoremar, 2, 7942 JDK, Mennen, Hizepnann (TTowrrosa ckputbka 43, 7940AA)
Ten: 31.522. 235300 daxc: 31.522.262881, Acreiac dapma [0pon B.B., Toprosuii peectp Jleiinena Ne2805377 52
Cunbsiycser 62, 2333 BE Jleiinen. 3atsep/keno B Hinepnannax. Bupo6uuua Jliuensis Nel08513F N
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Waswllas

CEPTU®IKAT AHAJII3Y
HaiiMeHyBaHHA MPOAYKTY: HOnigoke ComoTtab® 100 mr, 10 TabneTok, 1o AMCHEPTYOThCS
Koa npoaykry: 102735
AKTHBHI KOMITOHEHTH: JIOKCHUMKITIHY MOHOTIpaT
Homep cepii: 22J1106
Jlata BUpoOHULTBA! 102022 Tepmin npunatHocti: 09 2027
Bepcis aokymenty: 2301 UA-UA Cropinka 1/2
Tectn PesyabraTu Cneundikauis
Onuc, BiAMoBigae JIBoomykii, Kpyrii TabieTKu Bill CBIT/I0-)KOBTOTO - Cipo-
Bi3yalibHO, BianorigHo g0 MKS JKOBTOTO 10 KOPHYHEBOIO KOJIbOPY 3 BKPAIJIEHHAMH, 3
BMIABJIEHUM HanucoM “173” Ha oHOMY GOUi Ta pUCKOIO
Ha IHLIOMY.
CepenHs Maca, 252 mr 244 - 256 mr
Bianosinae €sp. dapm. 2.9.5. 250,0 mr+ 2%
OnHOpinHiCTE MacH BiANOBinae Binnosinae €ep. ®apm.
Bianosigae €pp. Papm. 2.9.5.
OnHOpiaHICTE 1030BaHUX OAMHMLb BiNOBina€ Binnosinae €sp. ®apm.
Bianoeinae €sp. ®apm. 2.9.40.
Hiametp, 8,7 Mmm 8,7 - 8,9 mm
BianosiaHo 10 MK
ToBurHa 4,4 mm 4,2 -4,4mm
BianoriaHo 10 MK
InenTudikauis TOKCHLMKIIHY ITik Biarnoginae
BEPX JOKCHLIMKITIHY
Ha
Xpomarorpami
pO34HHY
3pa3ka Mae
Takui caMui
po3mip,
¢dopmy Ta yac
yTPUMYBaHH,
AK 1 MK
JOLMLMKITIHY
Ha
XpoMaTorpami
pO3UHHY
MOPIBHAHHSA.
SkicHi peakuii Bianosinae [To3uTHBHUH
Po3nananns 1 xB <3 x8 (y Boai npu Temn. 20 °C)
€gp. Gapm. 2.9.1.
(MeToq 3 TUCKaMH)
JlucnepcHicThb 100 % He menme 99% <710 Mxm
BianosinHo 1o MK
(CUTOBMI aHai3)
KinbkicHe BU3HA4YeHHA JOKCHLMKIIIH 100 % 95 - 105% Bix 3as1BI€HOI KiNbKOCTI
(BEPX) 100 mr 95,0 — 105,0 mr

Vrosrosaskena ocoda: 0 Xintina PaGenink 0 Mapro Ban nep 3i o Ci6ens Kiniu Kapran o Jlopenc Pypia o Feppit ®pancen X dpanc [T
Bupo6aeno Menmnen, Xoremar, 2, 7942 JUK, Tlowrosa ckpunbka 43, 7940 AA, Menres, Hinepnanan. Ten: 31.522. 235300 Make: 31.522.262881
Actennac ®apma IOpon B.B., Toprosuii peectp Jleitaena Ne28053775. Cunbiycser 62, 2333 BE Jleitnen

3arsepkennii B Hinepnanaax. BupoGuuya Jliuensia Nel08513F
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Cynposinni nomitku (BEPX)

Cropinka 2/2

4-eninOKCHIIUKITIH 0,1 % < 0,5%

IHIII JOMILIKH (KOKHA) <0,1 % < 0,5%
MikpoGiosioriuna yuctora*:

€rp. Gapm. 2.6.12.

TAMC (3arajbHa KiJIbKIiCTb aepoOHUX He < 1000 KYO/r
MiKpOOpraHi3MiB) BHUKOHYBaBCsl

TYMC (3arasibHa KiJibKicTh TpHOIB Ta He < 100 KYO/r
JOKIDKIDKIB) BUKOHYBaBCS

Tecr Ha crieundiuHi Mikpoopraizmu*

€gp. Papm. 2.6.13. He

Escherichia coli BUKOHYBaBCs  BimcyTHi BT

* He € pyTHHHHMM TeCTOM

Sl niaTBEpIKYIO, WO 3a3HayeHa BULIe iHGOpMaLis € Z0CTOBIpHOIO Ta To4yHOM. Ls cepis mpoaykTty Oyna BupoGieHa, B
T.4. MaKyBaHHA/MapKyBaHHs Ta KOHTPOJIb AKOCTI Ha 3a3HaueHii AinbHULI (1X) y NOBHil Bianosianocti 3 GMP Bumoramu
MICLIEBOTO PETyJISTOPHOrO OpraHy i y BiAMOBIAHOCTI 3 creuudikauisMu peecTpalifHOro 10che KpaiHM-iMmopTepa.
ITpolec naKyBaHHs, BUITYCKY Ta aHaJiTHUYHI 3amucu OyJIM MepersisHyTi Ta BU3HA4EeHI AK Taki, wo Bianosigaots GMP
BMMOraM. BUpOOHMKH aKTUBHHX IHIPEMi€HTIB (y) ONMepyloTh y BIAMOBIAHOCTI 3 AeTalbHOK HacTaHoBow no GMP ans
MOYaTKOBHUX MaTepiaib.

Hara: 14 nucronana 2023 [Tignuc /nignucano/

Uiz VOP A
L Soaumpn®

Vnossosakena ocoda: o Xintina Padenink o Mapro san nep 3i o Cidens Kimy Kapran o Jlopenc Pypaa o eppit ®pancen X dpa
Bupo6aeno Mennen, Xoremar, 2, 7942 JUK, ITowrtosa ckpunbka 43, 7940 AA, Mennen, Hinepnanmn. Ten: 31.522. 235300 daxc: 31.522.262881

Acrennac ®apma FOpon B.B., Toprosuii peectp Jleitnena Ne28053775. Cunsbaiycser 62, 2333 BE Jleinen
3arBepkernii B Hizepnanaax. Bupo6Huya Jliuensis Nel08513F




Issued by
Astellas Pharma Europe B.V.
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Page 1 of 1
Product Information

Name of Product: Unidox Solutab®100 mg 10 tabl
Dosage Form: Dispersible Tablet
Material Number: 102735
Batch Number: 22J1106
Package Size & Type: 1 blister a 10 tablets
Batch Quantity: 42,780 PCE
Strength/Potency: Doxycycline 100 mg
Destination Country: Ukraine
MAH Number: UA/4694/01/01
Comments:

The product has been adequately tested and

X complies to specification [T] does not comply to specification

Attachment(s):

71 Batch Composition Report M CoA 7 Annex Algeria
7] Certificate of Conformance ] CoA of Raw Material 1 Annex Kazakhstan
1 Bar Code Label Sheets 1 CoA of API

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging/labelling and quality control at the mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. The manufacturers of the active ingredient(s) operate in compliance with the
detailed guidelines on GMP for starting materials.

Qualified person: (] Gerrit Fransen O Sibel Kilig Kartal [ Hiltina Rabelink {11 Laurens Roorda
& Frans Schmidt 0 Margot van der Zee

Date: Signature:

CLI"I‘ H(NKATIB “
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14 NOV 2023 /e

Manufacturing Meppel, Hogemaat 2, 7942JG, Meppel, The Ne(herlands [PO Box 43, 7940AA]
Tel: 31.522.235300 Fax: 31.522.262881 Astellas Pharma Europe BV, Trade register Leiden nr.: 28053
Sylviusweg 62, 2333 BE Leiden Established in the Netherlands. Manufacturing Licence nr.: 108513F
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[ Certificate of analysis
Product Name : Unidox Solutab® 100 mg, 10 dispersible tablets
Item Number . 102735
Active Component : Doxycycline monohydrate
Batch Number ;o 22J1106
Manufacturing Date . 102022 Expiry Date o 092027
Document version: 2301 UA-UA Page 172
TR T Resall IR Specifications
Description, conform Light-yellow via grey yellow up to
visually, according to MQA brown with speckles. Round
biconvex tablet, inscription 173 on
one side, score on the other side.
Average weight, 252 mg 244 - 256 mg
conform Ph. Eur. 2.9.5. 250.0 mg +/- 2 %
Weight variation, conform Conform Ph. Eur.

conform Ph. Eur. 2.9.5.

Uniformity of dosage units, conform Conform Ph. Eur.
conform Ph. Eur. 2.9.40.

Diameter, 8.7 mm 8.7 - 8.9 mm
according to MQA

Thickness, 4.4 mm 42 -44mm
according to MQA

Identity doxycycline
HPLC The doxycycline peak in the Conform
chromatogram of the sample
solution has the same size and
shape and retention time as the
docycyline peak in the
chromatogram of the working
reference standard solution.

Quality reactions conform Positive

Disintegration time I min < 3 minutes

Ph. Eur. 2.9.1. (disks, method) (water temperature 20 °C)
Uniformity of dispersion 100 % Not less than 99 % < 710um

According to MOA
(sieve analysis)

Assay doxycycline (HPLC) 100 % - 105 % of declared vﬂuc L.
100 mg 95 105 mg
Related impurities (HPLC)
4-Epidoxycycline 0.1% <0.5%
Other impurities (each) <0.1 % <05 %

Quahhed person: [] Hiltina Rabelink (1 Margot van der Zee U Sibel Kilic- Kartal 1) Laurens Roorda Lbcmt Fransen (4
“Manufacturing Meppel, Hogemaat 2, 7942 JG, Postbus 43, 7940 AA Meppel, The Netherlands Tel: 31.522.235300 Fax: N
Astellas Pharma Europe BV, Trade register Leiden nr.: 28053775, Sylviusweg 62, 2333 BE Leiden
Established n the Netherlands. Manufacturing Licence nr.: 108513 F
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[ Certificate of analysis ]
Product Name : Unidox Solutab® 100 mg, 10 dispersible tablets
Item Number ¢ 102735
Active Component . Doxycycline monohydrate
Batch Number , . 22J1106
Manufacturing Date ;102022 Expiry Date ;092027
Document version: 2301 UA-UA Page 272
Pasts s e : Results " Specifications i
Microbial Enumeration Test,*
FEu. Ph. 2.6.12.
TAMC (Total Aerobic Microbial Count) N/A < 1000 cfu/g
TYMC (Total Yeast and Mould Count) N/A < 100 cfu/g

Test for specified organisms,*
Eu. Ph. 2.6.13.
Escherichia coli N/A Absentg

*Not routinely determined.

I 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 country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP. The manufacturers of the active ingredient operates in compliance with the detailed guidelines on good
manufacturing practice for starting materials.
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_ Qualified person: [ Hiltina Rabelink £ Margot van der Zee [ Sibel Kilic-Kartal 11 Laurens Roorda ) Gerrit Fransen (3 Frans Schmidt
Manufacturing Meppel. Hogemaat 2. 7942 JG, Postbus 43, 7940 AA Meppel, The Netherlands Tel: 31.522.235300 Fax: 31.522.262881
Astellas Pharma Europe BV, Trade register Leiden nr.: 28053775, Sylviusweg 62, 2333 BE Leiden
Established in the Netherlands. Manufacturing Licence nr.: 108513 F




JEPKABHA CJYXFBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKINA OBJIACTI

npos. CeiTmunoi Hanii, 3, m.Kuis, 02099, en/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKiCTH BB€3€HOr0 B YKpaiHy JiKapchKoro 3acody

11.06.2024 ~ Ne 27880/24/10

IOHIJIOKC COJIIOTAB®

(HaliMeHyBaHHs TiIKapChKOro 3aco0y 3TifHO 3 PEECTPALIHHAM MOCBiTYEHHM)
Ta0JIeTKH, 110 IUCIepryIoThest, 1o 100 mr, o 10 Ta6uerok y Gaicrepi; mo 1 6icrepy y
KapTOHHIN Kopooui
(¢opma BumycKky, 103yBaHHs, BUI [TAKYBaHH:A JIiKAPCHKOTO 3aC06Y)

Howmep peecrpaiiinoro nocsiguenns UA/4694/01/01 crpoxk mii peecrpaiitioro nocsizgenns 01.01.2099
Cepis mikapcekoro 3acoby Ne 22J1106 KinpkicTs BBe3eHOTO Jikapcrkoro 3acoby 42780

Bupo6Hux Acremnac ®apma Opon B.B., Hinepnanau

(HaliMeRyBaHHS BHPOOHHKA JIKapCHKOTO 3aco0y, KpaiHa MOXOIKEHHS)

Baeseno B Ykpainy Tosapuctso 3 06mexeHolo Biznosinaabuictio "JIEJIbTA
MEJIKEJI", inenr. koa: 39448817
(nalimenyBanns Ta xox 3a €JIPIIOY opuanuHoi ocobu a6o mpizeuILe, iM's, 10 6ATEKOBI biznunoi
0co0H - miAnpHemus, ii Micue MPOXKHBAHHS Ta PeeCTpauiifHui HoMep 06TIKOBOI KapTKH MIATHHKA
noaarkis abo cepist Ta HOMep nacrnopra)

ITporoko. Bisyaasnoro koutpoio Bin 05.06.2024 Ne 1582/3.

3a  pesynbTaTaMu J€PKABHOTO KOHTPOIK BCTAHOBNEHO, IIO JHKAPCHKMH 3aci6 BBE3eHO B Vkpainy 3

AOTPHUMAHHSAM BHMOT 3aKOHO/IABCTBA MO0 3a6e3MeYCHHS AKOCTI JKapCHKHX 3acO0iB.
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> astellas

CEPTU®IKAT BUIIYCKY CEPII HIrpux-koa
*UA+ 2271206*

Bunyueno
Actennac ®apma Opon b.B.

BC102735/3.0
Cropinka | 31

Indopmauis npo npenapat

HaiimeHnyBaHHA NPOAYKTY: [Oninoxe ComoTad® 100 mr 10 Tabnetok
dopma 103yBaHHSA: TabneTku, WO AUCNIEPTYIOTHCA
Homep maTepiany: 102735
Homep cepii: 22J1206
Posmip ynakoBkwm i THI: 1 6nictep 10 Tabnerok
KiabkicTe y cepii: 43.920 ynakoBok
Cuna aii/akKTHBHICTB: Hoxkcuuuknin 100 mr
Kpaina-npusHaueHHs: VYkpaina
PeecTpauiiine cizourso: UA/4694/01/01
KomenTapi:
[TponykT OyB BIAMOBIAHO NPOTECTOBAHUI Ta
B sinnoinae cneundirauii O He BianmoBiaae cneungikauii

Joaatok (u):

0 3BIT npo cknan cepii ceptudikar aHanisy o Jlonatok Amkup

o CepTuikaT BiANOBIAHOCTI o Ceprudikar ananisy ans BuxiaHoi 0 Jloparok Kasaxcrau
CHPOBHHH

0 ApKyLli €THKETOK 31 IUTPHX- o ceptudikar ananizy s AQI

KOJIOM

S niaTeepkyo, 10 3a3HaveHa Buie iHGOpMallis ¢ J0CTOBIpHOIO Ta TouHolo. Lls cepis npoaykry Oyna Bupobrena. B T.4.
NaKyBaHHA/MapKyBaHHS Ta KOHTPOIb SKOCTI Ha 3a3HauyeHiil inbHUL (1X) Y noBHiH Bianosianocti 3 GMP BuMoramu micueBoro
PeryJISTOPHOTO OpraHy iy BiAMOBIAHOCTI 3 crietMdikallissMi peecTpaliiHoro jlocke KpaiHu-iMnoprepa. [Ipouec nakyBaHHs. BUITyCKy
Ta aHaliTHYHI 3anueu OyJIM neperssHy Ti Ta BA3HA4eH sik Taki, n1o Bianosizaiotk GMP BumMoram. BUpoGHHKH aKTHBHUX IHTPETicHTIB
(y) onepyioTh ¥ BIAMOBIAHOCTI 3 AeTaibHOW0 HacTaHoBoto o GMP 1s mowatkoBuX MaTepianis.

YrnoBHoBaxeHa ocoda:

o I'eppit dpancen o Cibenb Kiniy Kapran o Xintina Pabenink o Jlopenc Pypna
®panc Hmiar o Mapro Bau zep 3i
Jara: 14 nuctonana 2023 [Mignuc: /mignucano/

BupoGeno Mennesn, Xoremar, 2, 7942 JUK. Mennesn, Hizepnanan (ITowmrosa ckpunbka 43, 7940AA)
Ten: 31.522, 235300 dakc: 31.522.262881, Acrennac ®apma I0pon B.B.. Toprosuii peectp Jleitnena Ne28053775.
Cunbsiycser 62, 2333 BE Jleiinen. 3arsep/ukeno B Hinepnanaax. Bupotunua Jlinensis Nel08513F
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astellas

CEPTU®DIKAT AHAJII3Y
HalimeHnyBaHHs NpOIYKTY: FOninoke ComoTtab®, 100 mr, 10 TabneTok, WO AUCIEPTYIOTHCS
Kox nponyxkry: 102735
AKTHBHI KOMITOHEHTH: JIOKCHUMKJIIHY MOHOTiapaT
Howmep cepii: 22J1206
JaTa BpoOHHUTBA: 10 2022 Tepmin npupatHocTi: 09 2027
Bepcis gokymenty: 2301 UA-UA Cropinka 1/2
Tectn PesyabTaTn Cneundirauis
Onue, BiAMOBIAA€E JlBoomnyki, Kpyriii TabneTku Bia CBIT/IO-XKOBTOrO - Cipo-
Bi3yasibHO, Bianoeiano 1o MK JKOBTOTO 10 KOPHUHEBOTO KONBOPY 3 BKPAIJIEHHAMH, 3
BUIABJIEHUM HanycoM “173™ Ha omHOMY Golli Ta PHCKOKO
Ha IHIIOMY.
CepenHs maca, 251 mr 244 - 256 mr
Binnosinae €sp. Gapm. 2.9.5. 250,0 mr + 2%
OnHOpiaHICTE Mack BiMoBinae Bianoeinae €sp. dapm.
Bianosinae €sp. Gapm. 2.9.5.
OZHOPIAHICTE 1030BAHUX OIMHHLb BiMOBiAE Bianosinae €Bp. ®apm.
Bianosiaae €sp. Gapm. 2.9.40.
JiameTp, 8,8 MM 8,7 - 8,9 mm
BianosiaHo a0 MK
ToBumHa 4,3 MM 4,2 -4,4 Mmm
BianosiaHo no MK
[nenTHdikalis J0KCHUNKIIHY [Tik Binnoeinae
BEPX JOKCHLIMKITIHY
Ha
Xpomarorpami
PO3UHHY
3pazka Mae
TakHi caMuil
po3mip,
bopmy Ta yac
YTPHUMYBaHHS,
K 1 MK
JOUMLHMKITIHY
Ha
Xpomarorpami
PO3UHHY
NOPIBHAHHSA.
SlkicHi peakuii Binnosinae [To3uTHBHMI
Po3nananus 1 xB <3 xB (y Boai npu temrn. 20 °C)
€rp. dapm. 2.9.1.
(METO/ 3 INCKaMH)
JlucriepcHicTb 100 % He menmie 99% <710 MM
BianosiaHo no MK
(CUTOBHMIA aHai3)
KinbkicHe BU3HAUEHHS JOKCHLIMKIIIH 100 % 95 - 105% Bij 3as1BI€HOT KiNbKOCTI \
(BEPX) 100 mr 95,0 — 105,0 mr (f’lfﬁnun N,
g ¥

Yiosrosakena ocoda: 0 Xinrina Padenink o Mapro san jep 3i o Ci6ens Kiniu Kapran o Jlopene Pypaa o Teppit ®pancen B ®panc Hlmiar
Bupo6eno Menmen, Xoremar, 2, 7942 JUK, IMowrosa ckpunbka 43, 7940 AA, Mennes, Hinepnanau. Ten: 31.522. 235300 dake: 31.522.262881

Acrennac dapma tOpon b.B., Toprosuii peectp Jleiinena Ne28053775. Cunbsiyceser 62,2333 BE Jleiinen
3arepkennii B Hinepnannax Bupotuuya Jlinensia Nel08513F
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Cynpoginni nomimkn (BEPX)
4-eniZIoKCHLUKITIH 0,1 %
IHII IOMILIKH (KOYKHA) <0,1 %

Cropinka 2/2

< 0,5%
< 0,5%
MikpoGiosnoriyHa yucrora*:

€sp. dapm. 2.6.12.

TAMC (3arajibHa KiJIbKiCTh aepoOHHX <20
MiKpOOpTraHi3MiB)

TYMC (3arasbHa kinbKicTb rpubis Ta <20
TUKIKIUKIB)

Tect Ha crieundivHi MikpoopraHizmMu™*

€gp. dapm. 2.6.13.

Escherichia coli BincyTHi BincyTHi B T

A

1000 KYO/r

A

100 KYO/r

* He € pyTHHHHUM TECTOM

S1 niaTBepAKYIO, IO 3a3HaueHa BHLUE iHpopMaLis € A0CTOBIPHOKO Ta TouHot. La cepis npoaykty Gyna BupoGnena, B
T.4. MaKyBaHHs/MapKyBaHHA Ta KOHTPOIb SKOCTI HA 3a3Ha4eHii AinbHuLI (X) y noBHii Bianosiakocti 3 GMP Bumoramu
MICLEBOrO PeryiaTOpHOrO OpraHy i y BiAMOBIAHOCTI 3 crieundikalisM¥ PeeCTpaUifHOrO NOChE KpaiHM-iMroprepa.
IMpouec nakyBaHHs, BUITYCKY Ta aHaliTHuHi 3ankcy OyJIn MeperyisHyTi Ta BU3HAdYeHi AK Taki, wo sianosizaiote GMP
BHMOTaM. BHPOGHHKM aKTMBHHMX iHFPEieHTIB (Y) OMepyrOTh y BiAMOBIAHOCTI 3 A€TasbHOK HacTaHOBO 1o GMP nns
MOYaTKOBUX MaTepiaib.

Jara: 14 nucronana 2023 [Tianuc /nianucaHo/

Viosrosazkena ocoda: 0 XinTina Padenink o Mapro san aep 3i o Cidens Kiniw Kapran o Jlopence Pypaa o Teppit ®pancen & dpanc [Imiar
Bupo6aeno Menmen, Xoremar, 2, 7942 JUK, TTourrosa ckpurbka 43, 7940 AA, Mennen, Hizepnanau. Ten 31.522. 235300 daxc: 31.522.262881
Actennac ®apma tOpon B.B., Toprosuii peectp Jleiinena Ne28053775. Cunwiycser 62, 2333 BE Jleiinen

3arsepkennii B Hinepnaunax. BupoGuuua Jlinensis Nel08513F
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Certificate of analysis

Product Name
Item Number
Active Component

Unidox Solutab® 100 mg, 10 dispersible tablets
102735
Doxycycline monohydrate

Batch Number 2211206
Manufacturing Date 10 2022 Expiry Date ;092027
Document version: 2301 UA-UA Page 172
Tests Results Specifications
Description, conform Light-yellow via grey yellow up to

visually, according to MQA
Average weight,
conform Ph. Eur. 2.9.5.

Weight variation,
conform Ph. Eur. 2.9.5.

Uniformity of dosage units,
conform Ph. Eur. 2.9.40.

Diameter,
according to MQA

Thickness,
according to MQA

Identity doxycycline
HPLC

Quality reactions

Disintegration time
Ph. Eur. 2.9.1. (disks. method)

Uniformity of dispersion
According to MQA
(sieve analysis)

Assay doxycycline (HPLC)

Related impurities (HPLC)

brown with speckles. Round

biconvex tablet, inscription 173 on

one side, score on the other side.
251 mg 244 - 256 mg

250.0 mg +/- 2 %

conform Conform Ph. Eur.
conform Conform Ph. Eur.
8.8 mm 8.7 - 8.9 mm

4.3 mm 4.2-44 mm
The doxycycline peak in the Conform

chromatogram of the sample
solution has the same size and
shape and retention time as the
docycyline peak in the
chromatogram of the working
reference standard solution.

conform Positive

1 min < 3 minutes
(water temperature 20 °C)

100 % Not less than 99 % < 710pm

100 % 95 ~ 105 % of declared value

100 mg

che il BT NOV 2023 -

4-Epidoxycycline 0.1 % 0.5% e o
Other impurities (each) < 0.1 4 05% — Jﬁ/,,;"/
»'/,‘ 4
rad
rd
Qualified person: (1 Hiltina Rabelink 2 Margot van der Zee [ SRt 77 Laurens Roorda (Gerrit Fransen (@ Frans Schmidt

Manufacturing Meppel, Hogemaat 2, 7942 JG, Postbus 43, 7940 AA Meppel. The Netherlands Tef: 31.522.235300 Fax: 31.522.262881
Astellas Pharma Europe BV, Trade register Leiden nr.: 28053775, Sylviusweg 62, 2333 BE Leiden

Established in the Netherlands.

Manufacturing Licence nr.: 108513 F




JIEPKABHA CJYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCHKINA OBJIACTI

npos. Ceitanunoi Haxii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo SIKICTHL BBE3eHOr0 B YKpaiHy JlikapchKoro 3acody

05.04.2024 Ne 15358/24/10

IOHIJIOKC COJIIOTAB®

(HaliMeHyBaHHS JIIKAPCHKOTO 3ac00y 3ri/IHO 3 PEECTPALliiiHUM MOCBIYCHHAM)
TaBJIeTKH, 110 AUCHEPryIoThest, o 100 mr, mo 10 Tadierok y G.icrepi; mo 1 duicrepy y
KAPTOHHIH KOpoOLi

(hopma BUNYCKY, 103yBaHHs, BU/L IAKYBaHHs JiKapchKoro 3aco0y)
Homep peecrpariitnoro nocsinuenns UA/4694/01/01 crpox nif peecTpauiiinoro mocsiuens 01.01.2099
Cepis nikapcbkoro 3acoby Ne 22J1206 KinekicTs BBe3eHoro nikapewkoro sacoby 43920

Bupo6Huk Acrennac @apma Opon b.B., Hinepaanan

(HaiiMeHyBaHHs BUPOOHHUKA JIKapChKOro 3acoby, KpaiHa MoX0oKeHH )

Baesero B Ykpaiiy TosapucTso 3 odmexenoro Bianosinanbnicrio "JAEJIbTA
MEJIKEJ", inent. kox: 39448817

(naiimenyBanns Ta koz 3a €JIPIIOY topuananoi ocobu abo npissuiie, iM'st, o GaTbKoBi Gi3HYHOT
0C06H - NiNPHEMLL, i Miclle IPOXKHBaHHS Ta peecTpaiiiinuii Homep 00/1iKOBOT KapTKH M71aTHHKA
10/1aTKiB abo cepist Ta HOMEp MacropTa)

Tpotokon Bisyaasnoro kontpomio sin 04.04.2024 Ne 0769/2.

3a pesyibTaTaMy  JIGP)KABHOTO ~ KOHTPOJIKO ~ BCTAHOBJICHO, IO mikapchkuii  3aci6  BBeseno B YKpaiHy 3

JOTPHUMAHHSM BUMOT 3aKOHO/IaBCTBA 11010 3a0C3MEUCHHS AKOCTI JIIKapChKHX 3aC00iB,

; \ vl
B.o. n}m,ummm CITy mmﬁ ©, W P ara Osmura CPBOMEHKO
Hmun.wu,., £ «.uumu,l Al iy m,ml« muw”o KOM PR lm) [RELESTEEIV) o (Inehatiauni T npiesae)
- M,H i
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rrastellas

Certificate of analysis

Product Name
Item Number
Active Component

Unidox Solutab® 100 mg, 10 dispersible tablets
102735
Doxycycline monohydrate

Batch Number 22J1206
Manufacturing Date 10 2022 Expiry Date 092027
Document version: 2301 UA-UA Page 2/2
Tests Results Specifications
Microbial Enumeration Test,*
Eu. Ph. 2.6.12.
TAMC (Total Aerobic Microbial Count) <20 < 1000 cfu/g
TYMC (Total Yeast and Mould Count) <20 < 100 cfu/g
Test for specified organisms,*
Eu. Ph. 2.6.13.
Escherichia coli absent Absent/g

*Not routinely determined.

| 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 country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP. The manufacturers of the active ingredient operates in compliance with the detailed guidelines on good

manufacturing practice for starting materials.

Qualified person: 1 Hiltina Rabelink 1 Margot van der Zee (i Sibel Kilic-Kartal ) Laurens Roorda Ui Gerrit Fransen & Frans Schmidt

Manufacturing Meppel, Hogemaat 2, 7942 JG, Postbus 43, 7940 AA Meppel, The Netherlands Tel: 31.522.235300 Fax: 311522 262881

Astellas Pharma Europe BV, Trade register Leiden nr.: 28053775, Sylviusweg 62, 2333 BE Leiden

Established in the Netherlands.

Manufacturing Licence nr.: 108513 F




). ‘astellas

Batch Certificate

Issued by
Astellas Pharma Europe B.V.

BC102735/3.0
Page 1 of 1
Product Information

Name of Product: Unidox Solutab®100 mg 10 tabl
Dosage Form: Dispersible Tablet
Material Number: 102735
Batch Number: 2231206
Package Size & Type: 1 blister a 10 tablets
Batch Quantity: 43.920 PCE
Strength/Potency: Doxycycline 100 mg
Destination Country: Ukraine
MAH Number: UA/4694/01/01
Comments:

The product has been adequately tested and

X complies to specification (] does not comply to specification
Attachment(s):
"] Batch Composition Report M CoA 1 Annex Algeria
1 Certificate of Conformance 1 CoA of Raw Material [ Annex Kazakhstan
1] Bar Code Label Sheets ] CoAof API

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging/labelling and quality control at the mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. The manufacturers of the active ingredient(s) operate in compliance with the
detailed guidelines on GMP for starting materials.

Qualified person: ]  Gerrit Fransen 0 Sibel Kili¢ Kartal [J Hiltina Rabelink L : rda
@ Frans Schmidt 00 Margot van der Zee > g-“WM‘“': =
Date: Signature: \ ‘ / - e
— ////r’ -
A A
14 NOV 2023 o

/
Manufacturing Meppel, Hogemaat 2, 7942JG, Meppel, The Netherlanfjs [PO Box 43, 7940AA]
Tel: 31.522.235300 Fax: 31.522.262881 Astellas Pharma Europe BV, Trade register Leiden nr.: 280537
Sylviusweg 62, 2333 BE Leiden Established in the Netherlands. Manufacturing Licence nr.: 108513F
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: ?aste]las

CEPTU®IKAT BUITYCKY CEPIf [Hrpux-Ko1
*UA+ 22B0115R*

BunyueHo
Actemtac Papma IOpon B.B.

.BC102735/3.0
Cropitka 13 1

Indopmauis npo npenapar

HaiiMeHyBaHHS NPOAYKTY:! IOninoxc Comortab® 100 mr 10 Tabnetok
Dopma q03yBaHHHA: TabneTky, WO AHCNEPryOTECS
Homep maTepiany: 102735
Homep cepii: 22B0115R
Posmip ynakoBxH i THII! | 6aictep 10 Tabnerok
Kinexicrs y cepii: 38.120 ynakorok
Cuuia aii/aKTHBHICTE: Joxcuuuxiain 100 mMr
Kpaina-npusHadeHHs: Yxpaina
PeecTpauiiiHe cBizouTBO: UA/4694/01/01
KomenTapi:
TIponykT 6y8 BiAMOBIAHO MpOTeCTOBAHHH Ta
& sinnosinae crenndikauii 0 ne sigmosigae cneundikamil

JlonaTtok (u):

0 3sit npo cknag cepii ceprudikaT aHanisy 0 Honatok AJIKHP

o CepradixaT BIAMOBIAHOCTI o Ceprudikar ananisy wis uxinnoi 0 Jlonatok Kasaxcras
CHPOBMHK

0 ApKyLUi eTHKSTOK 31 LUTPHX- O ceprudikat aHanizy ang AD@I

KOZOM

51 minTEeplAyl0, WO 3a3HaueHa BHWE iHOPMAIis € NOCTOBIPHOIO Ta TOHHUIO. Il# cepis npomyxry Oyna Bupolnexa, B T.4.
naKyBaHHs/MapKyBatiis Ta KOHTPOMb AKOCTI Ha 3asHaucHilt Ainenuui (1X) y nosHil sianosignocti 3 GMP suvoramy MicLEBOIO
. PETYIATOPHOIO Opramy iy BizmosinHOCTi 3 cnenudikalismy peecTpauifHoro NOChe KpaiHu-iMnoprepa. [Iponec nakyBaHHs, BHILyCKy

Ta aHANITHYH] 3ATHCH GYMH Neper/sHyT Ta BruskaueH] sk Taxi, 1o simmosinaors GMP sumoram. BupoGHuKH aKTHBHUX IHTPETiCHTIB
(y) onepy1oTh ¥ BiANOBIIMOCTI 3 NeTanbHOIO HacTanoBoio o GMP 18 novarkesux Marepiamis.

¥YnosuoBaxena ocoba:
o leppit ®paxcen o Citens Kiniuy Kapran o Xinrtina PaGenink o Jlopesc Pypna

Opasc UIminT o Mapro Bau gep 3i )

Hata: 4 rpyana 2023 Hinnhé: /mignucano/

BupoGneno Mermen, Xoremar 2, 7942 JDK, Mennen, Hinepnanau ([Towrtosa ckpunbka 43, 7940AA)
Ten: 31.522. 235300 daxce: 31.522.262881, Acteanac Papma FOpen B.B., Toprosuit peectp Jlenena Ne28033775.
- Cumseiycser 62, 2333 BE Jlefinen. 3atsep/ikcto B Hilepnaniax. BupuoGuunua Jliuensin Nel08513F




Yastellas

CEPTH®IKAT AHAJII3Y
HaiimeHyBaHHs NPOLYKTY: [Oninoke Comotab® 100 mr, 10 TabneTox, WO AHCTIEPryIOTLCA
Kon nponyxty: 102735
AKTHBHI KOMITOHEHTH! JIOKCHLIMK/IIHY MOHOTIAPAT
Howmep cepil: 22B0115R
Jara supobHNLTBA: 02 2022 Tepmin npunarxoceti: 01 2027
Bepuit aokymenty: 2301 UA-UA Cropinka 172
Tecru PesysnTaTn Creundikauis
Omue, ginnosinac Jlsoornykni, kpyrni TaGlIeTky Bil CBIT/IO-’KOBTOTO - Cipo-
BizyaneHo, BinmosiaHo 1o MK JKOBTOrO 10 KOPHTHEBOTO KOJIBOPY 3 BKPAIUIEHHAMH, 3
BUIARTEHMM Hanucom “173” Ha onHOMy Goui Ta pHCKOK
Ha IHIIOMY.
Cepenns Maca, 249 mr 244 - 256 mr
Binnosinae €sp. Papm. 2.9.5. 250,0 mr= 2%
OnHopinHicTs MacH Binnosinae Binnoeigae €sp. Papm.
sinnosinae €sp. ®apm. 2.9.5.
QnHopiaHICTE N030BAHMX ONHHHLE Bignosinac Binnosinae €8p. Papm.
ginnmoeinae €sp. Gapm. 2.9.40.
- Hiamerp, 8,7 mm 8,7 - 8,9 MM
BinnosinHo no MKS
TopumHa 4,4 MM 4.2 -4.4 mm
Bignoginxo no MK
[nerTibikauis JOKCHUHKITIHY Ik Binnosinae
BEPX JOKCHLMKJIHY
Ha
XPOMATOrPaMi
PO3YUHY

3pazKa Mag
Takuit camui
po3mMip,
dopmy Ta yac
YTPUMYBaHHH,
ax 1 mik
IOLMLHKNIHY
Ha

xpomartorpami

PO3UHHY

NopiBHAHHS.
Skicui peaxuii Binnoginae [lo3uTHBHUH
PoznanaHHa 1 xB < 3 xg (y soai npu Temm. 20 °C)
€gp. Gapm. 2.9.1.
(MeTOI 3 IMCKAMH)
JlncrepcHicTh 100 % He menwe 99% <710 mrM
Biznosinxo no MIKSI
(cuToBHil aHAT3)
KinbkicHe BH3HAYEHHA JOKCHLAKIIH 99 % 95 - 105% Bin 3asBnEHOT KiIBKOCTI
(BEPX) 99 mr 95,0 — 105,0 mr o

I4'@ e et
'%%*mbmm KoP A
g w2
Vw0 Xinisa PaGenink 0 Mapro sax nep 3i O Citens Kinia Kaptan o Jlopenc Pypaa 0 Teppit @pancen ®panc [Mmint

Bupofineno Mennes, Xoremar 2, 7942 JK, Mowrosa cxkprrbka 43, 7940 AA, Mennen, Hinepnanan. Ten: 31.522. 235300 Qaxc: 31.522.262881

Actennac ®apma FOpon B.B., Taprosuit peecip JleHacna Ne280353775. Cunesiycser 62, 2333 BE Jlelinen
Jarsepaxenuit B Hinepnaniax. BupoGuuua JTinewsia Nel08513F




?"aslellas

Cropinsa 22

Cynposinni nomimkn (BEPX)

4-eniIOKCHIIUKIIH 0,1% < 0,5%

iHWi gomimku (KoxHa) : <0,1% < 0,5%
MikpoGionoriuna yuctoTa™:

Esp. Gapm. 2.6.12.

TAMC (3aranbHa KinbKicTb aepoOHuX He < 1000 KYO/r
MIKpOOpraHiaMis) BHKOHYBaBCH

TYMC (3aransna kinpkicts rpubis Ta He < 100 KYO/r
JUKIKIDKIB) BHKOHYBARCH

TecT na cneuudivai Mikpooprauizmu*

€ap. Gapm. 2.6.13. He

Escherichia coli BHKOHYBaBcsl  BincyTHiBT

* He € pyTHHHHM TECTOM

ST nigTEepILKY1O, 110 3a3Ha4eHa BHLLE iHHOPMALIs € ZOCTOBIPHOIO Ta TOHHOIO. Ls cepis mpoaykry Oyna supobiieHa, B
T.4. NAKYBAHHS/MaPKyBaHHs Ta KOHTPOMb AKOCTI Ha 3a3HaueHii ninpHMALi (5x) y nosHii Bianosinnocti 3 GMP BuMoramu
MICLIEBOrO PEryJIATOPHOTO OpraHy i y BiAMOBIHOCTI 3 crieunikaLiaMu peecTpauifiHoTo N0ChE KpaiHM-iMIMopTepa.
Ipouec nakyBaHH:A, BUMYCKY Ta aHaTiTHYHI 3anuck Oy nepernsHyTi Ta BU3HAYeH] AK Taki, wo sianosinarote GMP
BHMoram. BupofHHKNA aKTUBHHX IHTpenientis (y) OMepyoTh ¥ BINMOBIHOCTI 3 JeTaNnBHOIO HacTaHOBOW no GMP mna

NOYaTKOBHX MaTepiais.

Hata: 4 rpyans 2023 [Tignuc /nignucano/

Vi e Gas D Xinrrina PaGenivk 0 Mapro san zep 3i o CiGens Kiniy Kapran 0 Jlopenc Pypaa o Teppit ®parces & Opanc HImint
Bupotineno Mennen, Xoremar 2, 7942 UK, TTow108a ckpHHBKD 43, 7940 AA, Mennen, Hinepnanan. Ten: 31.522. 235300 Dakc: 31.522.262881

Actennac Mapma IQpon B.B., Toprosuit peectp Jlefinena Ne28053775. Cunssiyeser 62, 2333 BE Jleiinex
Zarpepascunit B Hinepnatnax. BupoGuuua JTinensis Nel08513F
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Astellas Pharma Eurcpe B.V. *UA+22B0115R *

BC102735/3.0
Page 1 of 1
Product Information

Name of Product: Unidox Solutab®100 mg 10 tabl
Dosage Form: Dispersible Tablet
Material Number: 102735
Batch Number: 22B0115R
Package Size & Type: 1 blister a 10 tablets
Batch Quantity: 38.120 PCE
Strength/Potency: Doxycycline 100 mg
Destination Country: Ukraine
MAH Number: UA/4894/01/01
Comments:

The product has been adequately tested and

complies to specification [J does not comply to specification

Attachment(s):

] Batch Composition Report ¥ CoA 7 Annex Algeria
] Certificate of Conformance [} CoA of Raw Malerial 1 Annex Kazakhstan
] Bar Code Label Sheets 1 CoAof API

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging/labelling and quality control at the mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. The manufacturers of the active ingredient(s) operate in compliance with the
detailed guidelines on GMP for starting materials.

Qualified person: [l Gerrit Fransen O Sibel Kilig Kartal [0 Hiltina Rabelink 1 Laurens Roorda
™ Frans Schmidt Margot van der Zee

Date: Signature: _
0 & DEC 2073 ‘ f B
Manufacturing Meppel, Hogemaat 2, 7942JG~,Meppel The Netherla(nds [PO Box 43, 7940AA]

Tel: 31.522.235300 Fax: 31.522.26288 1/A5te! as Pharma Europe BV, Trade register Leiden nr.: 2805
Sylviusweg 62, 2333 BE Leiden Established in the Netherlands. Manufacturing Licence nr.: 108513F




astellas

r Certificate of analysis j
Product Name . Unidox Solutab® 100 mg, 10 dispersible tablets
Item Number . 102735
Active Component . Doxycycline monohydrate
Batch Number . 22B0115R
Manufacturing Date ;022022 Expiry Date . 012027
Document version: 2301 UA-UA Page 12
G e T e S i Results™ Specifications
Description, conform Light-yellow via grey vellow up to
visually, according to MQA brown with speckles. Round

biconvex tablet, inscription 173 on
one side, score on the other side.

Average weight, 249 mg 244 — 256 mg
conform Ph. Eur. 2.9.5. 250.0 mg +/- 2%
Weight variation, conform Conform Ph. Eur.

conform Ph. Eur. 2.9.5.

Uniformity of dosage units, conform Conform Ph. Eur.
conform Ph. Eur. 2.9.40.

Diameter, 8.7 mm 8.7 -8.9mm
according to MQA

Thickness, 4.4 mm 42 -44mm
according to MQA

Identity doxycycline
HPLC The doxycycline peak in the Conform
chromatogram of the sample
solution has the same size and
shape and retention time as the
docycyline peak in the
chromatogram of the working
reference standard solution.

Quality reactions conform Positive
Disintegration time | min < 3 minutes
Ph. Eur. 2.9.1. (disks. method) (water temperature 20 °C)

Uniformity of dispersion 100 % Not less than 99 % < 710um

According to MQA
(sieve analysis)

Assay doxycycline (HPLC) 99 % 95 — 105 % of declared value
99 mg 95 - 105 mg
Related impurities (HPLC) e
4-Epidoxycycline 0.1% <0.5% ’ll,/’lﬁlh €C
Other impurities (each) <0.1 % gw;/f"’u i DEC 2022

|

ST erson Vil RabelmleD Margot van der Zes [ ibe Kilic-Karal 0 Lase Roorda 1 Gerrt Fransen @ Frags

~Manufacturing Meppel, Hogemaat 2, 7942 JG. Postbus 43, 7940 AA Meppel, The Netherlands Tel: 31.522.235300 Faxy 2

Astellas Pharma Europe BV, Trade register Leiden nr.: 28053775, Sylviusweg 62, 2133 BE Leiden ;
Established in the Netherlands Manufacturing Licence nr.. 108513 F




| wastellas

F Certificate of analysis J
Product Name . Unidox Solutab® 100 mg, 10 dispersible tablets
Item Number : 102735
Active Component . Doxycycline monohydrate
Batch Number . 22BOI15SR
Manufacturing Date . 022022 Expiry Date . 012027

Document version: 2301 UA-UA Page 22

Tests ¥ g Results * Specifications

Microbial Enumeration Test,*

Eu. Ph. 2.6.12.
TAMC (Total Aerobic Microbial Count) N/A < 1000 cfu/g
TYMC (Total Yeast and Mould Count) N/A < 100 cfu/g

Test for specified organisms.*
Fu. Ph. 2.6.13.
Escherichia coli N/A Absent/g

*Not routinely determined.

| 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 country. The batch processing, packaging and analysis records were reviewed and found to be in compliance W ith

GMP. The manufacturers of the active ingredient operates in compliance with the detailed guidelines on good
manufacturing practice for starting materials.

n: [ n der Zec | Sibel Kilic-Kartal [) Laurens Roorda O G_cr'l:'ilfrmst:iuifi
Manufacturing Meppel, Hogemaat 37942 JG, Postbus 43, 7940 AA Meppel. The Netherlands Tel: 31.522.235300 Fax: 31.522.
Astellas Pharma Europe BV, Trade register Leiden nr.: 28053775. Sylviusweg 62, 2333 BE Leiden

Established in the Netherlands Manufacturing Licence nr.. 108513 F

_Qualiﬂcd person: [ Hiltina Rabelink [ Margot vai




NEPKABHA CJYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBhKIN OBJIACTI

npos. Ceitanunoi Hazii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOro B YKpaiHy JiKapchbKoro 3acody

20.11.2024 Ne 59604/24/10

IOHIIOKC COJIIOTAB®

(HaiiMEHYBaHH3 TIKAPCHKOTO 3ac00y 3riHO 3 PEECTPALIIHAM NOCBIIYEHHSAM)
Ta6J1eTKH, 10 AHCNepryoThes, no 100 mr, mo 10 Tabaerox y Gaicrepi; mo 1 6aicrepy y
KAapTOHHiN KOpooui

(hopMa BHITYCKY, 103yBaHHs, BUI AKyBaHHA 1iKapchkoro 3acoly)
Howmep peectpauiitnoro nocsizuenns UA/4694/01/01 erpox aii peectpaniittoro mocsimuents 01 .01.2099
Cepis nikapcskoro 3acoby Ne 22B0115R KinbkicTs BRe3eHoOro nikapcskoro 3acoby 25080

Bupo6uuk Actennac ®apma KOpon b.B., Hinepnanau

(HaiiMeHyBaHHA BHPOOHMKA TiKapCHKOro 3acoby, KpaiHa NOXOAKEHHS )

Bseseno B Ykpainy TosapucTso 3 o6mexenoro Binnosinanabuictio "JAEJIBTA
MEJIKEJI", inent. xon: 39448817

(HaiimenyBaHHa Ta ko 3a €JIPTIOY ropuauyHoi ocobu abo npizsuiue, iM's, 110 GarsKoBi (hi3HuHOT
0COOH - MiNPHEMIS, Ti Micle TPOKHBAHHS Ta peecTpaiiHuii HoMep 06AIKOBOT KAPTKH MIaTHHKA
noparkie abo cepis Ta HOMep Nacnopra)

IMporokoa isyansnoro konrpoo sia 15.11.2024 Ne 3560/1.

3a pesyibTaTaMM JIEPKABHOTO KOHTPOTIO BCTAHOBIEHO, IO JIKAPCHKHH 3aci0 BBe3eHo B YKpaiHy 3

JAOTPUMAHHAM BHMOT 32KOHOJIABCTBA 1010 3a0€3neyeH s SKOCTI TiKapChKUX 3acobiB.

-'.r = = i {1":: \T i i
B.o. mfﬂa}fﬁmx’a cr:r;x&sql ®, ‘}\ % Onsra EPBOMEHKO

(nuq'@ms o..qéa pg.uz.u}, ,?,Cphl!llﬂl} KOHTPOIIO) Tnimmc) (iniwianu Ta npizsuiie)

\' gdf E ‘_/H £ /
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JIEPKABHA CJIVIKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBhKIA OBJACTI

npos. CeiTinunoi Haii, 3, M.KHiB, 02099, Ten/takc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBe3€HOro B YKpaiHy JiKapchKOro 3ac00y

14.05.2025 Ne 21936/25/1011

IOHIJTOKC COJIIOTAB®

(HAfiMEHYBAHHA TIKAPCLKOTO 3aC00Y 3TiHO 3 PEECTPALLIiHIM MOCBIIMCHHAM)
TabaeTKH, 10 AuCHepryoThes, 1o 100 mr, o 10 tadaerok y Guicrepi; mo 1 6aicrepy y
KApPTOHHIH KopooOui

(opma BHMYCKY, A03YBAHHS, BHI TIAKYBaHHS TIKAPCHKOro 3acofy)
Homep peectpauiiinoro nocsinuenns UA/4694/01/01 crpok nii peectpauiiinoro noceienHs 01.01.2099
Cepis nikapeskoro 3acofy Ne 22B011SR KinbkicTs BBe3enoro mkapeskoro 3acody 13040

BupoGHik Actennac ®apma FOpon b.B., Higepianau

(naiimenysanis BAPOOHHKA JIKAapPCBKOro 3aco0y, KpaiHa NoXo/Kenns)

Baeseno B Ykpainy TosapucTso 3 o6Mesxenoio Bianosizanbhictio "JIEJIbTA
MEJIIKEJI", izent. xox: 39448817

(naitvenysanna Ta kox 32 €JIPTIOY opuauunoi ocobu abo npissuiLe, iM's1, o GaTeKOBI (izHyHOI
0COBH - MiANPHEMILA, Ti MiCle MPosKUBAHHA Ta peecTpaliifHuii Homep 00/1iKOBOT KAPTKM MUIATHHKA
noaatkis abo cepis Ta HOMEp Macnopra)

Mpotokoa Bisyaasioro koutpomo six 02.05.2025 Ne 1419/1.

3a  pesy/NbTATAMH  JICPKABHOLO KOHTPOJINO  BCTAHOBICHO, 110 nikapchkuit  3acib  BBeseHo B YkpaiHy 3

JOTPUMAHHAM BHMOr 3aKOHO/IABCTBA OO 3abesnedcHHs SKOCTI JIIKApCHKHX 3ac00iB.
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78 stellas

CEPTH®IKAT BHIIYCKY CEPI{ UlTpux-xon
*UA+ 22B1007R*

Bunyuieno
Actennac ®apma Opon B.B.

BC102735/3.0
Cropiaka 1 3 1

Indopmauis npo npenapar

Haiimenysanus nponyxry: Onigoke Conroraé® 100 mr 10 tadnetok
®opma 103yBaHHs: Tabnerxu, wo aucnepryroThes
Homep matepiany: 102735
Homep cepii: 22B1007R
Po3mip ynakosxn i Tam: no 10 tabnerok y Gnicrepi, no 1 bmicTepy y KapToHHiH Kopofii
KinbkicTs y cepii: 39.480 ynakosox
Cuia gii/akTuBHICTB: Hoxcumkmiz 100 mr
Kpaina-npusnayenus: VYkpaina
Peccrpauiitne ceinourso: UA/4694/01/01

Komenrapi:

Hponykr 6yB BianosinHo npotecrosanmii ta

& signosinae cmenu dixamii O He BiAmosigae cneunpikayiv

Hdonarox (u):

0 3BIT Ipo cKIag cepii cepTuikaT aHaiizy o Hoaatok Amxkup

0 Ceprudikar sinnopindocti O Ceprudikar ananisy mus suxignoi o Honatox Kasaxctan
CHPOBHHH

O ApKY1Ui €THKSTOK 31 ITPHX- O cepTrdikaT aHamisy gna AD]

KOZOM

S niniBepakylo, W0 3azuaveHa Buie iHpOpMALs € AOCTORIpHOIO Ta TouHUO. Ua cepis nponykry Gyna supoBnena, B T.u.
MaKyBAHHA/MAPKYBAHHS T KOHTPOMb SKOCTI HA 3a3HAYeHil HinkHuLi (sx) y MOBKIH BinnoRinHocTi 3 GMP BUMOIaMHu MICLIEROTO
PETYIATOPHOrO OPrany | y BiNOBITHOCT] 3 creundikalisMu peecTpaliiiHoro nocke Kpainu-iMnoptepa, [Tpouec nakysanus, BHITYCKY
Ta AHATITHYHI 3altHCH Gy TEPerIAHYTi Ta BU3HAYCH] fIK Taki, 1110 BiAMOBITai0Ts GMP BHUMOraM. BHpoGHHKY akTHEHUX IHrpenieuTin
(y) enepyiors y BifmOBIqHOCTI 3 TeTaNBHOK HaCTaHoBow 1o GMP 114 noyatkosnx Matepianis.

YnosuoBaxkena ocofa:

O leppit Opancen o Cifens Kinig Kapran 0 Xintina PaBemink o Jlopesrc Pypaa
©®panc Wminr o Mapro Bau aep 3i
Hata: 14 nuetonana 2023 Mignwe: /mipmucaso/

YepalHa 4
M

Bupofneno Meumen, Xoremar, 2, 7942 JXK, Mennen, Higepnarmu (ITourrosa CKkprHbKa 43, 7940AA)
Ten: 31.522. 235300 Dukc: 31 -522.262881, Actennac dapma IOpon B.B., Toprosmii peectp Jleiinena Ne28053775,
Cuneriycrer 62, 2333 BE Jleitnen, 3arBepmacHo B Hinepnannax. BupoGanya Jliuensis Nel08513F
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HaiiMeHyBaHHA NPOOYKTY:

CEPTH®IKAT AHAJII3Y

HOninoke Comorad® 100 mr, 10 Tabnetok, mo AHCMIEPrylOThCS

Kon npogykry: 102735
AKTHBHI KOMIOHEHTH: JoKCHUHKIIIHY MOHOTiIpaT
Howmep cepii: 22B1007R
Jata BHPOGHHUTEA: - 02 2022 Tepmin npumatrocti: 01 2027
Bepein aokymenty: 2301 UA-UA Cropinka 1/2
Tectn PesyasTaTi Crneundixauis
Ommnce, Binnoeinae Ieoomykii, Kpyriti TaGneTKH Bil CBIT/IO-KOBTOTO - cipo-
BizyaneHo, BinnosigHo 1o MK JKOBTOrO 10 KOPHYHEBOTO KONBOPY 3 BKPATTIEHHAMH, 3
BUAABIEHHM HamucoM “173” Ha ogHoMy Gomi Ta pHCKORO
Ha iHIoMY.
Cepenns Maca, 249 Mr 244 - 256 Mr
Binnosinae €ep. Papm. 2.9.5. 250,0 Mmr£2%
OnHopin#icTs MacH Bignosigae Binnosinac €sp. Papm.
Binnosinae €sp. apm. 2.9.5. '
OnHOpinHICTh N030BAHHX OAWHHLE BiOMoBinae Binnosinae €ep. ®apm,
Binnosinae €sp. Papm. 2.9.40.
Hiamerp, 8,7 MM 8,7-8,9 MM
BinnosiaHo no MK -
TosmHHa 4.4 MM 4,2 - 4,4 MM
BinnosigHo mo MK
Inenrudikauis TOKCHIHKITIHY Iix Binnosinae
BEPX LDOKCULIMKJTIHY
Ha
xpomMatorpami
POBUHHY
3paska Mae
Takuit camui
po3mip,
topmy Ta yac
YTPHMYBaHHS,
AK 1 mik
JDOUMLHKILHY
Ha
XpoMaTorpami
PO3UHHY
, " NopiBHAHHA,
SxicHi peakuil Binnosinae Tlo3uTHBHHHA
Posnananus 1 x8 <3 xs (y Boxi npH Temn. 20 °C)
€ap. @apm. 2.9.1.
(MeTom 3 DMCKaMH)
IucnepcHicTh 100 % He menue 99% <710 MM
BinnosizHo nmo MKA
(cuToBHI aHanis)
KinpkicHe BH3HAYEHHs OKCHIHKIIH 100 % 95 - 105% Bix zasBaeHOl KIMBKOCTI
(BEPX) 100 mMr 95,0 - 105,0 Mr

Vnownusaaeia ocoGa; 0 XinTisa Pabenivk o Mapro sau gep 3i o Cifens Kiniy Kapran o Jlopenc Pypaa 0 I'eppit ®pancen X @panc

BupoGneno Mennen, Xoremar, 2, 7942 JUK, Iowtosa ckpurbka 43, 7940 AA, Mennen, Hinepnanmn, Ten: 31.522. 235300 Pake: 3 1.522.262881

AcTennac Papma IOpon B.B., Toprosuit peectp Jletinena Ne28053775. Cunesiycser 62, 2333 BE Jleiinen
BupoGHuua Jliuensia Nel0§S13F

3atsepakennii B Hinepnannax.
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Cropinka 22
Cynposigni gomimku (BEPX)
4-enMinOKCHLIKKIIIH 0,1% < 0,5%
iHWI noMimky (KoxHa) <0,1% < 0,5%
Mixkpo6ionoriuna yncToTa*:
€sp. Dapm. 2.6.12. -
TAMC (3aranpHa KinekicTs aepoOHuX He < 1000 KYO/r
MiKpoOpraniamis) BHKOHYBAaBCH
TYMC (zaraneHa KineKicTe rpudis Ta He < 100 KYO/r
TUKDKIDKIB) BHKOHYBaBCH
Tecr Ha cnienmgivyni Mikpooprarizmu*
€sp. Dapm. 2.6.13, He
Escherichia coli - BUKOHYBaBCA  BimcyTHiBT

* He € pyTHHHUM TeCTOM

1 ninTeepaky1o, WO 3a3HaveHa BHLIE iHhOpMaLis € LoCTOBIpHOIO Ta TouHOIK. Lla cepin mpomykTty Gyna supobnena, B
T.4. aKy BaHHA/MapKyBaHHs Ta KOHTPOb AKOCT] Ha 3a3HaueHiH nimpuui (x) y nosHil BinnosinHocti 3 GMP BuMoraMwu
MICLIEBOIO PEry/ATOPHOTO OpraHy | y BIAMOBINHOCTI 3 cneundikauiAMu peecTpamiifHOro HOCHE KpaiHH-iMIOpTepa.
Tpouec naKyBaHHs, BHITYCKy Ta aHaNITHYHI 3amHcH Gy/r MeperyaHyTi Ta BH3HAYEH] K TaKi, 1O Binmosigaots GMP
BUMoraM. BupoGHuKH akTHBHMX IHrpefienTis (y) onepyroTh y BIINOBIOHOCTI 3 DeTaTBHOK HAacTaHOBOK no GMP mwisa

MOYATKOBHUX MaTepiais.

Hata: 14 nucronanga 2023 [Minmuc /minnucano/

> IS
CEPTUDIKATIB
Nel
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Yiorsopasena ovoGa: O Xintina PaGenink 0 Mapro san zep 3i o Ci6ens Kinia Kapran o Jlopenc Pypaa o Ieppit ®@pancet B ®panc MIminr
Bupobnero Mennen, Xoremar, 2, 7942 JIXK, ITowtosa ckprreka 43, 7940 AA, Mennen, Hizepnanau. Tea: 31.522. 235300 Dake: 31.522.262881
Actennac Qapma IOpon B.B., Toprosuil peectp Jleitnena Ne28053775. Cunsesiycser 62, 2333 BE Jlefizen

3atepmxennit 8 Hizepnannax. BupoGuuua JTiuensia Nel0B513F




: 7 astellas | Batch Certificate

Issued by
Astellas Pharma Europe B.V.

BC102735/3.0
Page 1.of 1
Product Information

Name of Product: Unidox Solutab®100 mg 10 tabl
Dosage Form: Dispersible Tablet
Material Number: 1027356

" Batch Number: 7 22B1007R
Package Size & Type: 1 blister a 10°tablets
Batch Quantity: - 39.480 PCE
Strength/Potency: Doxycycline 100 mg
Destination Country: Ukraine
MAH Number: UA/4694/01/01
Comments:

The product has been adequately tested and

) complies to specification [J does not comply to-specification
Attachmerit(s): .
[] Batch Composition Report ¥ CoA 0 AnnexAlgeria
O Certificate of Conformance 0 CoA of Raw Material [0 AnnexKazakhstan
(0 BarCode Label Sheels O CoAof API

| hereby certify that the above information is authentic and accurate. This balch of product has been
fabricated/manufactured, including packaging/labelling and quality control at the mentioned:site(s)in full compliance
with the GMP requirements of the local Regulatory Authority-and with the-specifications in the Marketing:
Autharization of the importing country. The batch processing. packaging-and analysis records were reviewed-and
found 1o be in compliance with GMP. The manufacturers of the aclive ingredient(s) operatein compliance with the
delailed guldelines on GMP for starting materials.

Qualified person: [J  Gerrit Fransen ) Sibel Kilig Kartal {J Hiltina Rabelink O Laurens Roorda
&+ Frans Schmidt a Margot van der Zee

Date: Signature:

1 4 NOV 2023

il b
CEPTUOIKATIB

Manufacturing Meppel, Hogemaat 2, 7942JG, Meppel, The Netherlands [PO Box 43, 7940AA] )
Tel: 31.522.235300 Fax: 31 .522.262881 Astell harma Europe BV, Trade register Leiden nr.: 2808
Sylviusweg 62, 2333 BE Leiden Established’in the Netherlands. Manufacturing Licence:nr.. 108513F
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I

Certificate of analysis

Product Name

Unidox Seclutab® 100 mg, 10 dispersible tablets

Items Number 102735
Active Component Doxycycline monchydrate
Batch Number :  22BI1007R
Manufacturing Datg 02 2022 Expiry Date 012027
Document version: 2301 UA-UA Page 172
Description, conform Light-yellow via grey yellow up.to
visually, according to MOQA brown with speckles. Round:
biconvex tablet, inscription 173 on
one side, score on the other side.
Average weight, 249 mg 244 256 mg
conform Ph. Eur, 2.9.5. 250.0mg +~2.%
Weight variation, conform Conform.Ph. Eur.
conform Ph. Eur. 2.9.5.
Uniformity of dosage units, conform Conform Ph. Eur.
conform Ph. Eur. 2.9.40.
Diameter, 8.7 mm 8.7—-8.9mm
according to MQA _
Thickness, 4.4 mm 42-44mm
according to MQA
Identity doxycycline
HPLC The doxycycline peak in the Conform
chromatogram of the sample
solution has the same size and
shape and retention time as the
docycyline peak inthe
chromatogram of the working
reference standard selution.
Quality reactions conferm Positive
Disintegration time I min < 3 minutes
Ph. Eur. 2.9.1. (disks. method) (water temperature 20 °C)
Uniformity of dispersion 100 % Not less than 99 % < 710um
According to MQA -
(sieve analysis)
Assay doxycycline (HPLC) 100 % 95 — 105 % of declareg
100 mg 95~ 105 mg
Related impurities (HPLC)
4-Epidoxycycline 0.1 % 20.5%
Other impurities (each) <0.1% <05%

Manufacturing Meppel, Hogemaam 2, 7942 JG, Postbus-43, 7940 AA. Meppel, The N
Astellas Pharma Europe BV, Tradz register Leiden nr.: 280583775, Sylviusweg 62, 2333~
Manuofacturdog Licence nr.: 108513°F

Established in the Nethetlands.

Tel: 31:522.235300 Fax: 31.522:262881
E Leiden:
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I Certificate of analysis _ . |
Product Name * Unidox Solutab® 100 mg, 10-dispersible tablets
Item Number 1 102735
Active Component +  Doxycycline monohydrate
Batch Number :  22BI007R
Manufacturing Date ;022022 Expiry Date 012027

Documeat version: 2301 UA-UA Page 272
e e R Resuls " Specifications
Microbial Enumeration Test,*
Eu.Ph.26.12. -
TAMC (Total Aerobic Microbial Count) ~ N/A <1000 cfu/g
TYMC (Total Yeast and Mould Count) N/A < 100 cfu/g
Test for specified organisms,*
Eu. Ph. 2.6.13.
Escherichia coli N/A Absent/g

*Not routinely determined.

I hereby centify 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 country. The batch processing, packaging and analysis records were reviewed and found to be-in ¢onmipliance with
GMP. The manufacturers of the active ingredicnt operates in compliance with the detailed guidelines on good

manufacturing practice for starting materials.

CEPTHOIKATIB
Nel

Ui VOO
L xagaumug N

Qualified person: i Hiltina Rabelink O Margot van der Zee O-Sibel Kilic-Kartal 0 Laurens'Roorda £ Gerrit Fransen & ‘Frans Schmidt

Manufacturing Mcppel, Hogemaat 2, 7942 JG, Posthus 43, 7940 AA Meppel, The Netherlands Tel: 31.522:235300:Faxs 31.522.262881
Astellas Phiurma Europe BY, Trade register Leiden nr.: 28053775, Sylviusweg 62, 2333 BE Leiden
Established in the Netherlands. Manufacturing Licence nr.: 108513 F




JTEPKABHA CJIYKFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

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

BUCHOBOK
Nnpo AKICTH BBE3€HOr0o B YKpaiHy JiKapchKoro 3acody

29.05.2025 Ne 21937/25/10

IOHIJOKC COJIIOTAB®

(HaliMeHyBaHHs TIKapChKOTO 3ac00Y 3TiIHO 3 peeCTPALIHHNM OCBI IYCHHAM)
Tab.IeTKH, 1110 AucnepryThes, 1o 100 mr, no 10 Taduerok y duaicrepi; no 1 Gaicrepy y
KapTOHHiH KopoOui

(popma Bunycky, 103yBaHHs, BHA NaKyBaHHA JIKapCEKOTo 3acofy)
Homep peectpauiiinoro nocsinuenns UA/4694/01/01 crpox aii peecrpauiiinoro nocgizuenns 01.01.2099
Cepis nikapeskoro sacody Ne 22B1007R KinbkicTb BBe3eHOro nikapeskoro sacody 39480

Bupo6Huk Actennac ®apma Opon B.B., Hinepnanan

(nafiMenyBaHHs BHPOOHHKa JIIKAapchbKOTo 3aco0y, kpalHa MOXOMKEHHS)

Baeseno B Ykpainy ToBapucTBo 3 06MeskeHol10 BianosigaasnicTio "JEJBTA
MEIIKEJI", inent. xon: 39448817

(HaiiMenyBanHA Ta koA 3a €/IPIIOY 1opuanyHoi ocoOH abo npi3euile, imM'a, Mo 0aTeKoBI QizHYHOT
ocoOM - mianpuemus, i Miclle NPOKHBAHHS Ta peccTpalliHHUH HoMep 06IiKOBOT KapTKH MIaTHHKa
nmoJaTkis abo cepis Ta HOMep nacnopra)

MpoToxoa Bisyansnoroe koutpomio six 29.05.2025 Ne 1419/2.

3a pesynbTaTaMH  JIepXKaBHOTO  KOHTPOJIK)  BCTAHOBIIEGHO, 1[I0 JIiKapchkwi 3acid Beeseno B Ykpainy 3

JOTPHUMAHHAM BuMOT 3aKOHOIABCTRA 11010 3a0€3Ne4eHH SKOCTI JIIKapChKHX 3ac00iB.

Onera EPBOMEHKO

{niarmuc) (ininianu Ta npizsxie)
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