JAEPXKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ByI. Bepe3nskieceka, 29, Kuig, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyivi@dls.gov.ua, Kog €/IPIIOY 37079055

BHCHOBOK

Npo AKICTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody
26.07.2023

Ne 37918/23/26

KIJAPHTHH®

{HallMCHYBAHHA MiKapChKoro 3acoly 3rixHo 3 peccTpaniiinM NOoCRiTIcHAAM)

Tabnerkn no 10 mr no 10 Taduerox y Oaicrepi; mo 1 6micTtepy B KapTommaii Kopoomi
(topMa BHITyCKY, IO3YRAHEA, RH]] HAKYBAHAA TiKapCLKOTO 3acoby)

Homep peectpaniiinoro noceigaeras UA/10060/01/01 cpox aii peccrpanifinoro nocsimaerns He0OMeKeHIH

Cepia mikapcexoro 3acoby Ne BT18CT1

KinskicTs BBe3eHOTO TiXapchkoro 3acoby 49500
BrpobHux

Baiiep bBirrepdemsy I'm6X, HiMeaurma

(HailiMeHyEaHHA BHpOOHNKA MKAPCEKOTO 3aco0y, KpaiAa TOXO KEHHAA)
BeeseHo B VKpainy

TosapucTBO 3 00MeXKeHO0I0 BitnoBinanbaicTIO "HBalep", inenr. xox:
22911794

{HaliMeRyBarHA Ta Xof 3a €APTICY opuaEIHoi ocobu abo npizeume, iM'A, 0o HaTEKORI
thiziAoi ocobH - DimmpHeMIA, 1l Micle MPOXHUBAHHA Ta peecTpaniiiamii HoMep obnikoroi
KAPTKH ITATHAKA IONATKIE abo cepid Ta HOMep MaciopTa)

ITpoToxon BizyaasHore kearpomoe gig 26.07.2023 N 2141/6.

3a PCI¥IIRTATAMH JICPEARHOTD KOHTPOI BCTAOOBICHO,

mo miKapceKHil 3acié BBe3cHO B YXKpaimy 3
AOTPHMAHHAM EAMOT 3aKOHOAABCTBA I0/I0 3a0c3IeUeHEA AXOCT] MKAapChKHX 3ac06iB.
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Baiiep bitrepdeneg MmEX c .
: . : Top. 121
KoHTpone sikocTi, CepTudikar ananisy [lata 26-06-2023
06803, bittepdenba- BonbdeH
MaTepian: 87615979 KIJIAPUTHH®, Tabnerkn mo 10 Mr
Baw matepian:
Homep cepii: BT18CT1 KpaiHa: --
[ata pupoGHnuTtea: 22-03-2023 Homep nocTasku: --
Tepmin npuaaTtHocTi: 31-03-2026
3 matepiany: 85914251 KNAPUTWUH MINAH TABR TP ::I:%Tgy(;(-lfliﬂ 4're.::Tylaal-ll-lﬂ:
Cepis: o BT18341 C]'léu-u ikavis:
IHCneKWinHWKA noT: 040002635077 P5102-1
TecT Bumoru cneyundikawii Peaynortar
dopma BUNYCKY TabneTtku TabneTkn
Mapkysanus 2 odHieT cmopoHu Pucka Pucka
Qopma OpancHa OpanbHa
Konip Big 6inoro go Maiike binoro | binwia
Bea NoCcTOPOHHIX BKNHOYeHb MoeuHHOC BignoeigaTu Bianoeigae
18enmucdbikaiiin
BEPX, Y®-cnekmp MoeuHHOC BignoeigaTu Bianoeigae
BEPX, yac ympumaHHs MoeuHHOC BignoeigaTu Bianoeigae
CepepgHa maca TabneTku 95 — 105 mr 100
Odropidricmb Macu (Eep. Papm.) MoeuHHEC BignoeigaTu Bianoeigae
KinbkicHuil emicm 95 -105 % 1004
OdHopidricmb 8o3yearts:
Hopamadux
AV (n=10) Makc. 15 % 3.1
AV (n=30) Makc. 15 % -
MiHiManbHe 3Ha4YeHHs MiH. 75 % -
MaKCUManbHe 3Ha4eHHs Makc. 125 % -
Po3yuHeHHs
Yepes 45 xe. 6 oxpeMux 0OUHLLD MIHIMYM MiHiMym 90 % 97
Yepes 45 x8. 12 okpeMux oBuHULD MIHIMYM MiHiMym 70 % -
Yepez 45 x8. 12 okpeMux oOuHUUb cepedHe MiHiMyMm 85 %
3HaYeHHs
Yepes 45 x8. 24 okpemi 0duHLLE MIHIMyM MiHiMym 60 Y
Yepes 45 x8. 24 oxpemi odunuuj cepelHe MiHiMyM 85
3HaYeHHs
Yepes 43 xe. 24 okpemi oduHuyi indueiByanbHi MiHiMyM 2
3HaYeHHs He MeHLue )
Heznopamadun Makcumym 0, ar% L:. g
Homituku B (Cep. Pamak.) Makcumym 0,2 S 4
Bydp-aki Hecrieuughiuni npodykmu poanady Makcumym 0,1 %
Cyma npoayKTie posnagy Makcumym 0,5 %
MixpobionoaiyHa Yucmoma:
3aranbHe 41cno aepobHUX MiKkpoopraHiaMie Makcumym 1000 KYO/T <=10
{TAMC)
3aranbHe YMCNO APINIPKOBMX Ta NNiceHeBUX Makcumym 100 KyO/r <=10
rpubie (TYMC)
Escherichia coli BigcytHiB 1T He BusBneHo B 1T

HaHa cepia Bignoeigae cneuudikadii i BupobneHa 3 epaxyeaHHaM Bumor €C-GMP gns nikapcekix 3acobiB 12 BUMOT,
3aTBepAKeHUX B peecTpaUifiHoMy gocke npenapaty. JlokyMeHT Ha peanizauilo nignucaHuil YnoBHoRaeHoto ocobolo.

EnekrpoHHWiA nignue: Dr. Frank Wormstaedt (BTWOR)
Aartafyac: 2023-06-22 02:28: 44 p.m. CET (UTC + 1 rog. )
IHCneKWiidHWiA noT: 040002672107



CEPTU®IKAT CEPII

KIIAPUTHH®

Cuna gii / akTMBHICTL: KpaiHa sBupo6uux: HiMmewdynHa
NopaTtaguH - 10 Mr
KpaiHa imnoprep: YkpaiHa

dopma BUNycky: TabneTku PecctpauiiiHe ceipoyteo MO3 Ykpaiuun Ne:
UA/10060/01/01
Po3mip i TMn nakysanua: o 10 Tabnerok B
GJIiCTepi Hata supobHuurBa: 22-03-2023
Cepia Ne: BT18CT1
Tepmin npupatHocTi: 31-03-2026
Po3amip cepii: 99900 yn.

Baiep Bitrepgenns MIGX
Apapeca: Oprwmaiine [pennin, Ceiinracrep Wocce 1, 06803 Bittepdensa-BonkdgeH, HimeydunHa.
Homep niueHsii Ha BUpoBHULUTBO: DE_ST_01_MIA_2021_0014/604.41501.A.14

Pe3ynbTaTH aHanisie gopaiothca B Ceprudpikari AHanisy.

KomeHTapi:

A Tum canpmM CTBEpIpKYIO, LD BULLEe3a3Ha4eHa iHopmMalia goctosipHa | TouHa. flaHa cepis npogykTy Byna supobneHa,
BKIICHAI0HM YNAKOBKY | KOHTPOMNb SKOCTi HA 3a3HadeHid AinbHWLi B NOBHIiA BignoeigHocTi 3 Bumoramm GMP Micuermnx
PerynsaropHux opradie Ta PeecTpauidHomy nocBig4eHHIO KpaiHM — iMNopTepa, AKWO NPOAYKT iMMOPTYETLCH, 4M
cneyudpikauii Ha Jlikapcekunid 3acib. [poTokonu BupobHULUTBA cepii, yNakoBxM | KOHTPOMIO AKOCTI MepernaHyTi i
BignosigaioTs Bumoram GMP.

midnuc 22 06.2023

Dr. Frank Wormstddt
¥YnoeHopaxeHa ocofa
Bayer Bitterfeld GmbH
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AEPIXKABHA CJIYIKBA 3 JJIKAPCHKHAX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ren. (044) 295-26-85
E~-mail: dls.kyiv@dis.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
NPo SIKICTH BBE3EHOro B YKpainy JikapcsKoro 3acoby

29.01.2024 | Ne 3604/24/26

KJIAPUTHH®

(naiimenysanis nikapcbkoro 3acoly 3riliHo 3 peecrpauiiiiuM NocBiRYCHHAM)
Tabnerku no 10 mr, no 10 Tabaerok y Gaicrepi; no 1 6nicrepy B kapTouniit Kopodui

(hopma suirycky, Ro3yBaHRs, B NAKY BAHHA TIKAPCLKOro 3acoby)

Homep peectpauiiivoro nocsinuenns UA/10060/01/01 crpok aif peectpauiiinoro noceinueks HeOOMENKEHHH

Cepis nixapcbkoro 3aco6y Ne BT19292 Kinskicts pseseioro nikapcbkoro sacoby 44100
BHpobHIiK baiiep Birrepdensa I'M6X, Himeuunna
(Halimenypanis BUpoGHHUKa nikapeskoro 3acoly, KpaiHa NOXOMKCHHA)
Beeaetio B Yipainy Tosapuerso 3 odmexenolo Bianopinannuicrio "Bakiep", inewr. kon:
22911794

(Hadvenysanns ta ko 3a €APITOY wopuamuunol ocoGu abo npizsuuie, iM's, 1o 6arbkosi GisnuHoT
ocolu - nignpHesi, it Micle npoxuBalts 1a peecrpanisinuil HoMep 06IKOBOT KAPTKH THUIRATHNKA
noxarkis abo cepis Ta HOMep nacnopra)

ITporoxon Bizyansnoro konrpomo sin 29.01.2024 Ne 278/1.

3a  pesyNLTATAMH  JIEPXKABHOTO  KOHTPOJO BCTAHOBNAEHO, W0 Nikapceknit  3aci6  Beeseno B Vipaiwy 3

oHouascTBa wono sabesneuensn sxocti AKapeskux 3acobis.

Muxona XOJIOJIEHKO

k'/(nimmc) (ininianyg ta npisnrite)
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Baitep Bitrepdenss MEX
KoHTponb sikocTi,
06803, Bittepdens- BonbdeH

CepTtudbikar ananisy

Crop. 1i3 1
Oara 28-11-2023

Marepian: 87615979 KIIAPUTUH®, tabnetku o 10 mr
Baw marepian:
Homep cepii: BT19292 Kpaika: --

Hata BupobHuyrea: 31-08-2023
Tepmin npugatHocti: 31-08-2026

Homep nocrasku: --

3 marepiany: 85914251 KNAPUTUH MINNAH TABN TP g;cs"rgyg;_ufliec'rysaHHﬂ,

Cepist: o BT18PJ1 Clnéu'mbikauiﬂ:

[HCREeKWinHKA noT: 040002697336 P5102 -1
TecT Bumorun cneuudpikauii Pe3ynbTaT

®opma Bunycky Tabnetuu Tabnetku

MapkysaHHs 3 00Hiei cmopoHU Pucka Pucka

®opma OearibHa OBaneHa

Konip Big 6inoro go maike 6inoro | Binwi

bes nocTopoHHiX BKNIOYEHE MosuHHO BigNOBIgaTH Binnosinae

10esmudbikauis

BEPX, Y®-cnexmp MoBuHHO BignoBigaTH Bignosigae

BEPX, vac ympumaHHs MoBuHHO BignosinaTv Bignosinae

CepepHsi maca TabneTku 95 — 105 mr 101

Q0HopidHicme Macu (Esp. Gapi.) MoBuHHO BignoBigaTH Bignosigae

KinbkicHuld emicm 95 -105 % 100.4

OO0HopiQHicmb do3ysalHs:

Jlopamadun

AV (n=10) makc: 15 % 2.4

AV (n=30) makc. 15 % -

MiHIManeHe 3HaYeHHs MiH. 75 % -

MaKkcumManbHe 3HadYeHHs make. 125 % -

PosyurneHHs

Hepes 45 xa. 6 okpemux 0QUHULL MiHIMYyM MiHiMym 90 % 98

Hepes 45 xs. 12 okpemux 00UHUUL MiHIMYM MiHiMym 70 % -

Hepes 45 xg. 12 okpemux 0duHuYL cepedHe MiHimym 85 % -

3HayeHHs

Hepes 45 xs. 24 okpemi 00UHUUI MiHiMYM MiHiMym 60 % -

Yepes 45 xs. 24 okpemi 00uHUUI cepedHe MiHiMym. 85 %

3HaYeHHs

Yepes 45 xs. 24 okpemi 00uHULI iHOUBIOYaribHI
3HaYEHHS

Hesnopamadus

Lomiwku B (Esp. Gamak.)

byOb-siki Hecneyugpiuri npodykmu posnady
Cyma npoaykrie posnagy

MikpobionozidHa yucmoma:

3aranbHe Y1CrIo aepoBHUX MIKPOOpPraHi3Mis
(TAMC)

3aranbHe YUCno OPPKIKOBUX Ta NiliceHeBux
rpubis (TYMC)

Escherichia coli

MiHiMyM 22 okpemi oanHuL
He MeHwe 70 %

Makcumym 0,1 %
Makcumym 0,2 %
Makcumym 0,1 %
Maxkcumym 0,5 %

Makcumym 1000 KYO/r

Makcurmym 100 KYO/r

BigcytHiB 1T

<= 10

He Busisrieno s 1 r

Hawa cepis signosinae cneuudikauii i BupoGrena 3 BpaxyeaHHsAM Bumor €C-GMP ans nikapcebkux 3acobis Ta BUMOT,
3aTBEP/KEHNX B peecTpauiiiHoMy Aocke npenapaty. [lokyMeHT Ha peariaauio manncannii YnoBHOBa)eHow ocoboto.

EnekrpoHHuii nignuc: Dr. Frank Wormstaedt (BTWOR)
Hata/vac: 2023-11-27 01:35:42 p.m. CET ( UTC + 1 hour)
[HCHekuinHui noT: 040002723450



CEPTU®IKAT CEPIi

KJIAPUTUH®

Cuna pii/ akTuBHICTB: Kpaina BupobHuk: HiMeuyuHa
NopataguH - 10 mr
Kpaina imnoprep: YkpaiHa

®opma BunycKy: TabreTku Peecrtpauiine cBinourso MO3 Ykpainu Ne:
UA/10060/01/01
PosmMip i Tun nakyBaHnHs: 110 10 Tabnerox B
Gricrepi Harta BupoGHuuTBa: 31-08-2023
Cepia Ne: BT19292
TepmiH npupatHocTi: 31-08-2026
Posmip cepii: 44100 yn.

Batiep Bittepderibg MTM6X
Appeca: OpTwrains Mpenniv, Cennractep LLocce 1, 06803 Bitrepdensa-BonbteH, Himeudnta.
Homep nileHsii Ha BUpoGHULTEO: DE_ST_01_MIA_2023_0014/604.41501.A.14

PesynbraTti ananisis gonaorecs 8 Ceptudikari Ananiasy.

KomeHnTapi:

A Tum canpnmm CTBEPAXYI0, LLO BUllle3asHavueHa iHopMaLlis 40CTOBIpHa | TouHa. [aHa cepist NpoaykTy Byna Bupobnexa,
BKNIOYa0UM YNaKoBKY | KOHTPONb SIKOCTI Ha 3asHauveHiil AinbHULI B NMOBHIW BignosigHocTi 3 BUMoramn GMP MicueBux
PerynatopHux opranis. Ta Peectpaliiiiiomy nocsigueHHio kpaiiu — iMnopTepa, AKWO TMPOAYKT IMNOPTYETbCH, un
cneuudikavii Ha Jlikapcbkuit 3aci6. [MpoTokonm BUPOBHMLTBA Ccepii, YyNakoBKW i KOHTPOMIO SIKOGTI nepernsaHyTi i
BignosifaTs BuMoram GMP.

nionuc 27.11.2023

Dr. Frank Worimstadt
YnoBHoBaxeHa ocob6a
Bayer Bitterfeld GmbH




Bayer Bitterfeld

Certificate of Analysis

GmbH Page: 1T of 3
Quality Unit Date: 2023-11-28
06803 Bitterfeld-Wolfen

Material: 87615979 CLARITIN 10MG TABL BLI 10 UA

Batch: BT19292 Country: ---

Date of manufacture: 2023-08-31 Delivery number: ---

Expiry date: 2026-08-31

From material: 85914251 CLARITIN MYLAN TABL TR

Batch: BT18PJ1 Insp. instruction: P.5.2.01-4
Inspection lot: 040002697336 Specification: P.5.1.02 - 1
Inspection Acceptance criterion UoM Result

Formulation tablet tablet

Markings tablet Score score

Form oval oval

Colour white to off-white white

free from foreign matter must comply complies

Identity (HPLC, UV-spectrum) must comply complies

Identity (HPLC, retention time) must comply complies

Average weight tablet 95 - 105 mg 101

Uniformity of mass (Ph.Eur.) must comply complies

Assay 95.0-105.0 % 100.4
Unif.0.dos.,accept.value(n=10),Loratadin max. 15.0 % 24
Unif.o.dos.,accept.value(n=30),Loratadin max. 15.0 %

Unif.o.dos.; min.(based on M),Loratadin min. 75.0 %

Unif.o.dos., max.(based on M),Loratadin max. 125.0 %

Dissolution aft.45min,6 s.units minimum min. 90 %




Bayer Bitterfeld

Certificate of Analysis

GmbH Page: 2 of 3
Quality Unit Date: 2023-11-28
06803 Bitterfeld-Wolfen

Material: 87615979 CLARITIN 10MG TABL BLI 10 UA

Batch: BT19292 Country: ---

Date of manufacture: 2023-08-31 Delivery number: ---

Expiry date: 2026-08-31

From material: 85914251 CLARITIN MYLAN TABL TR

Batch: BT18PJ1 Insp. instruction: P.5.2.01-4
Inspection lot: 040002697336 Specification: P.5.1.02 -1
Inspection Acceptance criterion UoM Result

Dissolution aft.45min,12 s.units minimum min. 70 %

Dissolution aft.45min,12 s.units average min. 85 %

Dissolution after 45min, 24 s.u. minimum min. 60 % «

Dissolution aft.45min,24 s.units average min. 85 %

Dissol.af.45min,24 s.u.numb.o.sing.val. min.22 s.u. in min.70% =

Desloratadin max. 0.1 % <=0.1

Impurity B (Ph.Eur.) max. 0.2 % <= 0.1

Any unspecified degradation product max. 0.1 % <=0.1

Sum of all degradation products max. 0.5 % <=0.1

Microb.purity total aerobic microb.count max. 17000 CFU/g <=10

Microb.purity total yeasts/moulds count max. 100 CFU/g <=10

Microb.purity Escherichia coli Absencein1g not detectable in 1 g

This batch complies with the specification and is manufactured in accordance with EC

Products and the requirement laid down in the product license.

The release documentation is signed by the Qualified Person.

Batch release electronically signed:

Dr. Frank Wormstaedt (BTWOR\EAS




Bayer Bitterfeld e .
tif f Anal
GmbH Certificate of Analysis Page: 3 of 3
Quality Unit Date: 2023-11-28
06803 Bitterfeld-Wolfen
Material: 87615979 CLARITIN 10MG TABL BLI 10 UA
Batch: BT19292 Country: ---
Date of manufacture: 2023-08-31 Delivery number; ---
Expiry date: 2026-08-31
Date/time: 2023-11-27 01:35:42 p.m. CET (UTC + 1 hour)

Inspection lot: 040002723450
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Batch Certificate

Claritine®

Strength/Potency: Manufacturer country: Germany
Loratadine — 10 mg

Dosage form: tablets Importing country: Ukraine

Package size and type: blister No. 10 Marketing authorization number: UA/10060/01/01
Batch number: BT19292 Date of manufacturing: 2023-08-31

Batch size: 44100 packs Expiry date: 2026-08-31

Bayer Bitterfeld GmbH
Address: Ortsteil Greppin, Salegaster Chaussee 1, 06803 Bitterfeld-Wolfen, Germany
Manufacturing authorization number: DE_ST_01_MIA_2023_0014/604.41501.A.14

Results of analysis are provided in attached CoA.

Comments:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling 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 Registration Dossier or Marketing Authorization of the manufacturer country
or importing country, if product was imported, or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found
to be in compliance EQQMZMGMP. '

e
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P
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{r‘:ff/ v:‘(’» i“iﬁa‘.’: "(\Y:»’k
Dr. FrankWormstiadt

Qualified Person
Bayer Bitterfeld GmbH




 AEPUKABHA CJIYIKBA 3 JIKAPCHKIX 3ACOBIB
TA KOHTPOIIO 3A HAPKOTHKAMM y m. KHEBI
nipos. Hanii Ceitnuynoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

, BUCHOBOK
Npo AKICTH BBE3eHOro B YKpainy JiKapcsKoro zacoly

05.03.2024 . Ne 10784/24/26

KJAPHUTHH®

(uaitmeny panns tikapeskoro sacoly sriano 3 peecTpaLiFHKM NOCBIAYCHIAM)
rabuericn mo 10 mr, no 10 Tabaerox y 6aicrepi; mo 1 gaicrepy B KapTOHHI KopoOui

(hopma BUTTYCKY, JIO3YBARHS, BHA NAKY BAHHA nikapceKoro 3acoby)

Homep pecctpauiiitioro nocsinenns UA/1 0060/01/01 crpox uii peccTpauiiiHoro rocizvers HeoOMexenu i

Cepis srikapeskoro 3acoGy Ne BT19291 Kinskicrs BBeseuoro fikapeskoro sacoby 26100
Bupobuuk Baiiep Bitreppenss [M6X, Himeuunna
(uaiimenynars BPOGHHKE JIKAPCHKOTO 3ac00y, KPATHA 1TOXOMIKEHH)
Bresero B Yipainy ToBAPMCTRO 3 06MEKEHOI0 BiANOBIAaNbHICTIO "Baitep'', ineur. ko
22911794

(naiMcyBalies T2 KOA 30 CAPTIOY 1opuanyuoi ocobn abo npissnuLe, iM'a, 110 Garhkoni (hizustol
006K - miAnpreMus, T MicUe NpMKHBAHHI Ta peecrpaltiifini Homep OONKOBOT KAPTKH MIIATHHKR
nojtaTRis aGo cepis Ta HOMEp nacnoepTa)

[1poTOKOS BI3YANILIOTO KONTPOIO Bil 05.03.2024 Ne 726/2.

32 pesynbTATAMU /IGPMABHOCO  KOHTPOMIO  BCTAHORJEHO, o Aikapcukuit 3aci6 BpeseHo - B Vrpainy 3
JOTPUMAHHSIM LAAKOHOIABCTEA 111010 3a6e3neue s AKocTi nikapebKiX 3ac00is,

Mukona XOJOJIEHKO

(nigne) - (infigiasnd ra npissnine)




Baliep Bitrepdenba MMEX ' c 1i3 1
KOHTpo/b SIKOCTI, Ceptudikar aHanisy Top. 1.2
; [ata 28-11-2023
06803, BitTepchensa- BonbdeH
MaTepian: 87615979 KJIAPUTUH®, tabaetku o 10 mr
Baw marepian.
Homep cepil: BT19291 Kpaina: --
[aTa BupoBHuuTBa: 02-08-2023 Homep nocTasku: -
TepmiH npugatHocTi: 31-08-2026
3 vatepiany: 86914251 KNAPUTMH MINAH TABITTP. | IHcTpyidi Tectysatiks:
Cepis: o BT18KU1 C.néu.vscbikauiﬂ:
IHCneKUiHniA NoT: 040002689316 P51.02-1
TecT Bumoru cneundikauil PesynbTart
dopma BuUnycky TabneTku TabneTkn
MapkysaHHs 3 0OOHI€l cMopoHU Pucka Pucka
®opma OBanbHa OeanbHa
Konip Big 6inoro ao maitxe 6inoro | Binui
Be3 noCTOPOHHIX BKIOYEHD MoBWHHO BignosigaTy Bignosigae
[deHmudbikauisi
BEPX, Y®-cnekmp [MoBWHHO BignoBigat Bignosigae
BEPX, 4ac ympumMaHHs FloBMHHO BigNoBiAaTH Bignosigae
CepepHsi maca TabneTku 95— 105 mr 101
OdHopidHicmb Macu (Esp. Papm.) [MoBWHHO BignoBiaaTu Bignosigae
KinbkicHull emicm 95 - 105 % 100.7
QJOHopiOHicmb 003Y8aHHS:
JlopamaduH
AV (n=10) makc. 15 % 3.3
AV (n=30) makc. 15 % -
MiHIMarnbHe 3HaueHHs MiH. 75% -
MakcuManbHe 3HavyeHHs make. 125 % -
Po34yuHeHHsA
Yepes 45 xs. 6 okpemux 0QUHUUEL MiHIMYM miHimym 90 % 95
Yepes 45 x8. 12 okpemux 0OUHUUL MiHIMYM MiHiMym 70 % -
Yepes 45 xe. 12 okpemux 00uHuUb cepedHe MiHiMym 85 % -
3HAYeHHSA
Yepes 45 xs. 24 okpemi 0QUHUUI MIHIMYM miHimym 60 % -
Yepes 45 xe. 24 okpemi 00uHUUI cepedHe MiHimym 85 % -
3HaYEHHS
Yepes 45 xa. 24 oxkpemi oOuruUi iHOueiOyarnbH MiHiMyM 22 oxpemi 0AUHWLI
3HAYeHHS He meHwe 70 %
HeanopamaduH Makcumym 0,1 %
Lomiwku B (€8p. ®amak.) Makcumym 0,2 %
ByOb-sKi Hecrieyuiyri npodykmu poanady Makcumym 0,1 %
Cyma npoayKTis posnagy Makcumym 0,5 %
MikpobionoeiyHa yucmoma.
3aranbHe Yncno aepobHUX MIKpOOpraHiamis Makcumym 1000 KYO/r
(TAMC)
3aranbHe Ynueno AphKmKOBUX Ta nNniceHeBnx Makcumym 100 KYO/r
rpuie (TYMC)
Escherichia coli BiacytHis 1 r He suaeneHoB 11

[ana cepis Bignosigae cneundikalii | supo6nena 3 BpaxysaHHam sumor €C-GMP aAns nikapcbkux 3acobis Ta BUMOT,
3aTBEPAXKEHNX B PEECTPaLiiHOMY AOCkE npenapaTy. JoKkyMeHT Ha peanisatiio nignucaruii YrnosHoBaxeHow ocoboio.

ErnekTpoHHuit nignuc: Dr. Frank Wormstaedt (BTWOR)
Oaraluac: 2023-11-27 01:36:25 p.m. CET ( UTC + 1 hour )
IHCnekuitHui noT: 040002723575



CEPTU®DIKAT CEPII

KJIAPUTHH®

Cuna aii / akTUBHICTh:
NopataguH - 10 Mr

dopma BUNYCKY: TabreTku

Poamip i Tun nakysaHns: 1o 10 tabnerox B
Bnicrepi

Cepis Ne: BT19291

Poamip cepii: 26100 yn.

Baiiep Bitrrepdenbg M'moX

KpaiHa BupoOHuK: HiMeuynHa
Kpaina iMmnoprep: YkpaiHa

PeecTpauiiHe cigourso MO3 YkpaiHu Ne:
UA/10060/01/01

Jara supo6Huurea: 02-08-2023

Tepmid npugaTHocTi: 31-08-2026

Apnpeca: OpTwTaiine Mpennil, Ceiinractep Locce 1, 06803 Bitrephensa-BonsdeH, Himeuuura.
Homep niuensii Ha Bupo6HuuTBo: DE_,ST_01_MIA_2023_0014/604.41501.A.14

PesynbTaty ananisis pgogarTtbcA B Ceprudikari AHanisy.

KomeHTapi:

S TAM CaMUM CTBEPAXYIO, LLO BULLie3asHaueHa iHchopmallis AOCTOBIPHa | TouHa. [laHa cepis NpoayKTy Byna supobnena,
BKMIOYAIOUN YNAKOBKY | KOHTPOSbL SKOCTI Ha 3asHaveHilt AinbHUUI B NOBHIA BiANOBIAHOCTI 3 BUMOraMu GMP wicuesux
PerynsTopHux opraHis Ta PeecTpauiiiHomMy nocsigueHHIO kpaiHu — iMnopTepa, AKWO NPOAYKT iMNOPTYETLCA, YU
creumdikauii Ha Jlikapcbkuii 3aci6. MpoTokonu BupoBHULTBA Ccepii, Ynakoskn i KOHTPOMNtO AKOCTI NepernsaHyTi |

BignosigatoTe BuMoram GMP.

niénuc 27.11.2023

Dr. Frank Wormstédt
YnoBHoBaxeHa ocoba
Bayer Bitterfeld GmbH




Bayer Bitterfeld

Certificate of Analysis

GmbH Page: 1 of 3
Quality Unit Date: 2023-11-28
06803 Bitterfeld-Wolfen

Material: 87615979 CLARITIN 10MG TABL BLI 10 UA

Batch: BT19291 Country: ---

Date of manufacture: 2023-08-02 Delivery number: ---

Expiry date: 2026-08-31

From material: 85914251 CLARITIN MYLAN TABL TR

Batch: BT18KU1 Insp. instruction: P.5.2.01 -4
Inspection lot: 040002689316 Specification: P.5.1.02 -1
Inspection Acceptance criterion UoM Result

Formulation tablet tablet

Markings tablet Score score

Form oval oval

Colour white to off-white white

free from foreign matter must comply complies

Identity (HPLC, UV-spectrum) must comply complies

Identity (HPLC, retention time) must comply complies

Average weight tablet 95 - 105 mag 101

Uniformity of mass (Ph.Eur.) must comply complies

Assay 95.0 - 105.0 % 100.7
Unif.0.dos.,accept.value(n=10),Loratadin max. 15.0 % 3.3
Unif.0.dos.,accept.value(n=30), Loratadin max. 15.0 %

Unif.0.dos., min.(based on M),Loratadin min. 75.0 %

Unif.o.dos., max.(based on M),Loratadin max. 125.0 %

Dissolution aft.45min,6 s.units minimum min. 90 %




Bayer Bitterfeld

Certificate of Analysis

GmbH Page: 2 of 3
Quality Unit Date: 2023-11-28
06803 Bitterfeld-Wolfen

Material: 87615979 CLARITIN 10MG TABL BLI 10 UA

Batch: BT19291 Country: ---

Date of manufacture: 2023-08-02 Delivery humber: ---

Expiry date: 2026-08-31

From material: 85914251 CLARITIN MYLAN TABL TR

Batch: BT18KU1 Insp. instruction: P.5.2.01-4
Inspection lot: 040002689316 Specification: P.5.1.02-1
Inspection Acceptance criterion UoM Result

Dissolution aft.45min,12 s.units minimum min. 70 %

Dissolution aft.45min,12 s.units average min. 85 %

Dissolution after 45min, 24 s.u. minimum min. 60 % e

Dissolution aft.456min,24 s.units average min. -85 %

Dissol.af.45min,24 s.u.numb.o.sing.val. min.22 s.u. in min.70%

Desloratadin max. 0.1 % <=0.1

Impurity B (Ph.Eur.) max. 0.2 % <= 0.1

Any unspecified degradation product max. 0.1 % <=0.1

Sum of all degradation products max. 0.5 % <= 0.1

Microb.purity total aerobic microb.count max. 1000 CFUlg <=10

Microb.purity total yeasts/moulds count max. 100 CFU/g <=10

Microb.purity Escherichia coli Absencein1g not detectablein 1.g

This batch complies with the specification and is manufactured in accordance with EC Guide to GMP for Medicinal
Products and the requirement laid down in the product license.

The release documentation is signed by the Qualified Person.

Batch release electronically signed:

Dr. Frank Wormstaedt (BTWOR)




Bayer Bitterfeld ; ;

GmbH Certificate of Analysis Page: 3 of 3
Quality Unit Date: 2023-11-28
06803 Bitterfeld-Wolfen

Material: 87615979 CLARITIN 10MG TABL BLI 10 UA

Batch: BT19291 Country: ---

Date of manufacture: 2023-08-02 Delivery number: ---

Expiry date: 2026-08-31

Date/time: 2023-11-27 01:36:25 p.m. CET (UTC + 1 hour )

Inspection lot:

040002723575




Batch Certificate

Claritine®

Strength/Potency: Manufacturer country: Germany
Loratadine — 10 mg

Dosage form: tablets | Importing country: Ukraine

Package size and type: blister No. 10 Marketing authorization number: UA/10060/01/01
Batch number: BT19291 Date of manufacturing: 2023-08-02

Batch size: 26100 packs Expiry date: 2026-08-31

Bayer Bitterfeld GmbH , ; | ‘
Address: Ortsteil Greppin, Salegaster Chaussee 1, 06803 Bitterfeld-Wolfen, Germany
Manufacturing authorization nimber: DE_ST_01_NIA_2023_0014/604.41501.A.14

Results of analysis are provided in attached CoA.

Comments: ‘ S
[ hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelinig and quality contiol 4t the above mentioned site(s) in
full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Registration Dossier or Marketing Authorization of the manufacturer country
ot importing countiy, if product was imported, ot product specification file for Tnvestigational
Medicinal Products. The batch processing, packaging and analysis records wereteviewed and found
. . i At W s ey
to be in compliance with \(\}MP é’éwy
&

:\\'
Dr. Frank Weipastiadt
Qualified Person

Bayer Bitterfeld GmbH
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Baiiep Bittepdenss MmeX Cro :
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KoHTpone skocTi, Cepruchikat aHanisy Dava 01-07-2024

06803, bittepdensa- BonsdieH

Martepian: 87615979 KNAPUTWH®, tabnetkn no 10 mr

Baw maTtepian:

Homep cepii: BT19ZK1 .

Jata supobruyTtea:  09-04-2024 Kpaina: --

Tepmin npugatHocTi: 30-04-2027 Homep noctagin: -

3 marepiany: 85914251 CLARITIN MYLAN TABL TR

Cepis: BT12R81 [HCTpyKUIs TecTyBaHHA: P.5.2.01 -4

[HCNeKUiRHKWA NoT; 040002768773 Creundpikailis: P.5.1.02-1

Tect Bumoru cneundikauii PesynbTaTt

Popma BUNyCKy TabnaTtxu Tabnetxu

MapkysanHs 3 00Hiel cmogort Purcka Pucka

Dopma OearibHa OBanbHa

Konip Big 6incro o maimke 6inoro Binuii

B3 NoCTOPOHHIX BKNIOYEHL MosuHHO BiANOBIAATH Bignosinae

{0eHmudpixauis

BEPX, YO-cnekmp MosvHHEG BiANOBIOATH Binnosipnac

BEPX, vac ympunsariys MoewHHC BignosigaTu Bignosinae

CepeaHa maca TabneTtku 95— 105 mr 100

OdHopidrichs Macu (Eap. Papm.) MNMoBUHHO BignNoBIAaTH Bignosigae

Kinskicrull emicm 95 - 105 % 102.6

CdHopidricme GosysanHs:

Sopamadun

AV (n=10) makc. 15 % 3.8
AV (n=30) make. 15 %

MiHIMANbHE 3HaYeHHsI MiH. 75 % -
MaKcumarnbHe 3HaJueHHA mMake. 125 % -
PosyuHerns

Yepes 45 xe. 6 oxkpemux 00uHUYE MIHIMYM MiHimMyM 90 % 97

Hepes 45 xg, 12 oxpemux 00uHuUL Mikitym | miHimMym 70 % -
Hepes 45 xa. 12 oxpemux 0duHuib cepedre | minimym 85 % -

SHAaYeHHS

Yepes 45 xa. 24 okpemi 03usuui MiHIMyM Mininym 60 % -
Yepes 45 xa. 24 oxpemi 0duHuli cepede MitiMym 85 % -
3HaJeHHs

YHepes 45 xs. 24 okpemi oduHuul MiHIMYM 22 okpeMi oauHML He -
[HOuUBIByanbHi 3HAYeHHS MeHwe 70 %

Heaznopamadus Maxcumym C,1 % <=0,1
Homiwku B (€ap. ®amak.) Makcumynm 0,2 % <=0,1
Bydsb-aki Hecneyudhivni npodykmu poanady | Makcumym 0,1 % <=0,1
Cyma npogykTis poanagy Makcumym 0,5 % <=0,1
Mixpobionoeiysa yucmoma:

3arafibHe 41cno aepoBHUX MiKpoopraniamie | Makcumym 1000 KYO/r <=10
(TAMC)

3aranbHe YMCno ApbKIKOoBMX Ta Makcumym 100 KYO/r <=10
nniceHesnx rpudie (TYMC)

Escherichia coli BigcyrHis 11 He BusiBneHc s 11

Hana cepis signoeigae cneuncpikauii i BUpobITeHa 3 BpaxyBaHHam saMor EC-GMP aria nikapcbknx 3acobiB Ta BUMOT,
3aTBEeP/KEHNX B peecTpaliiHoMy pocke npenapaty. [okyMeHT Ha peanisauiic MgnMcaHuil YnosHoBa)eHow 0coBoio.

EnexTpoHHUiA ninnue: Dr, Frank Wormstaedt (BTWOR)
Hataluac: 2024-06-25 02:04:14 p.m. CET (UTC + 1 hour )
|HCnekUi#HuI noT: 040002857661

Fitle: CoA_CoC_UKR_CLARITIN_BT19ZK1 pdf

b quileass Lg 1 05 40 (P
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CEPTU®IKAT CEPII
KIJAPUTHH®
Cuna pjii / akTUBHICTL: Kpaina Bupo6Huk: HimeudnHa
NopaTaguu - 10 mr
Kpaina imnoprep: Ykpaita
dopma Bunyceky: Tabnetim PeecTpauifine ceigouTeo MO3 Ykpainu Ne:
UA/10080/01/01
Poamip i Tun nakyeaHnns: o 10 tabnetox B
Gaicrepi Hata BupoGHuursa: 09-04-2024

Cepina Ne: BT19ZK1
TepmiH npugatHocTi: 30-04-2027
Poamip cepii: 49800 yn,

Baiep BitTeptensg F'mbX
Apnpeca: OpTwrains Mpenniy, Cernractep Wocce 1, 06803 Bitrepdensta-BonbgeH, Himewamna.
Homep nmiuenali Ha BupoGrMuTee: DE_ST 01_MIA_2023 0014/604 41501.A,14

PeayneTtaTth ananisie nqogarothes B Ceptudikari Ananizy.

KomeHTapi:
A Tim canpnmm CTBEPLKYIO, L0 BULLIE3a3Ra4eHa iHdopMauia focTosipHa | TouHa. [Jana cepis npogykTy Gyna supobrena,
BKITIOYMAOYW YNIAKOBKY | KOHTPOMb AKOCTI Ha 3a3HaqeHiid OiNbHWUi B NoBHIG BignoeinHocTi 3 Bumoramu GMP MicLleByX
Perynatoprnx opranie Ta PeecTpauiizomy neceifHeHHIo kpainu — iMAcpTepa, siKIWO NPoaYKT iIMMOPTYETLCA, K
cneuugikaufi Ha JNikapcobkuii 3acid. NpoTokonm eupobHMUTBE Ccepii, YNAKOBKM | KOHTPONIO SKOGTI NepernsayTi |
slanosigaoTs BUMoram GMP.

nidnuc 25.06.2024
Dr. Frank Wormstadt

¥noBHoBaxeHa ocoba
Bayer Bitterfeld GmbH

File: CoA_CoC_UKR_CLARITIN_BT18ZK1 pelf
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JEPKABHA CJIYKBA 3 JIIKAPCbKHMX 3ACObLIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK

PO AKICTH BBE3EHOT0 B YKpaiHy JIKapcbKOro 3acody

30.07.2024 Ne 38857/24/26

KJIAPUTHH®

(BajiMeHyBaHHsa JTikapcekoro 3acofy 3rinHo 3 peccTpauiliHuM NocsigdeHHIM)
tabaericn no 10 mr mo 10 Taéaerox y Guicrepi; o 1 Gaicrepy B kKapToHHiH xopobui

(dhopma puMycKy, A03yBaHHS, BHI [IAKyBaHHA Aikapcekoro 3acoby)

Homep peectpauiiitoro nocsimenns UA/10060/01/01 crpox aii peecrpauiitroro mocsiauenna HEOOMEKEHHTT

Cepis nixapcwkoro sacoby Ne BT19ZK1 Kinexicts neesenoro nmikapenkoro sacoby 49800
Bupofuuk baiiep bitrepdensn I'M6X, Himeuunna
(ualiMenysanns BUpoOHUKa NikapcLKoro 3acoly, KpaiHa NOXOKEeHHS)
Bsezeno B Yrpainy TosapueTBo 3 06MeKeHOI0 BinmosinaneHicTIo "baiiep”, inent. xoa:
22911794

(nakimenysanns Ta kon 3a €JPIIOY ropunuuHol ocobi abo npispuiue, im'a, no darskosi
thiznunol ocoOu - mianpuemus, I Micle NpoKUBAHHS Ta peecTpalliiinui nomep obiikcopoi
KapTKH [iaTHHKA 1oaaTKis afo cepis Ta HOMEp nacnopra)

IlpoToxon BisyansHoro konrpodio sia 30.07.2024 Ne 2544/2.

3a pesynbTaTamu JepKaBHOTO KOHTPOJIO BCTAHOBNEHO, IO Jiwxapcexyl /3acid erescuo B VYipaiwy 3

JAOTPHMAHHSM BUMOT 3aKOHOIABCTBA LIOAO 3a0e3NeueH st AKOCTI Nk KHX 3acobis,
HagansHuK Muxona XOJIOAEHKO
(nocagosa ocoba gp r '~ P Qro KOHTPOJIO) (muc) (initians ra rnpissug)
AL fo’?» \
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File: Bucrorok CLARITIN_BT19ZK1_signed.pdf
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