JIEPKABHA CJIY/KBA3 JIIKAPCBHKHX 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTAKAMU Y KHUIBCHKI OBJTACTI

11pOB. Ceitnuunoi Hanii, 3, M.Kuig, 02099, Ten/¢akc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €APTIOY 37078774

BUCHOBOK
Tpo AKiCTH BBE3EHOr0 B Vipaify JiKapcbKoro 3aco0y

05.06.2024 Ne 17345/24/10

TIOTAMA®
(HaiimenyBanHs JKapChKOro 3acofy 3riaHo 3 peecTpatliftiiM TIOCBiMEHHAM)
ra6JIeTIKH, BKpUTI TIIBKOBOIO 06010H K010, 110 600 MT; TIO 10 Ta6nerox y oaicrepi; no 6
GuicTepin y mavii 3 KapTOHY
(popma BHTIYCKY, O3yBaHHA, BUL naKyBaHHA JKApCHKOTO 3acoby)

0 MOCBIAHEHHS 17.07.2024

HoMep peecTpatifHoro nocipuens UA/1 523/02/01 crpox aif peecTpallitHor

Cepis NiKapcLKOTO saco6y Ne 396755 KinbKicTh BBE3EHOTO JKapCHKOTO aacoby 8

TlparenohapM AnTeKapb ITromn I'm6X, HiMeuunHa

BupoOHUK
(nafiMcHYBaHHA BitpobHHKa NiKAPCEKOTO sacoby, kpaiHa TIOXOJKCHHESR)

BaescHo B YKpaiHy Tosapucrso 3 00MeKeH010 BiIMOBiIANBHICTIO "KPEATUB I'PYI
KOMIIAHI", inenr. xolt: 37365734

(HaiiMcHYBaHHA Ta KO 32 1480 JOPHINTTHOT ocobu abo Mpi3BHLLE, iM's, 110 6aTBKOBI diznnol
ocobi - ninnpremiLs, Ti Micle [POKUBAHHS Ta peecTpatiiHii HOMED 061iKOBOT KapTKK [LIaTHHKA
nopaTkis abo cepis Ta HOMEP facnopTa)

[1poToKoJ Bi3yalbHOro KONTROIIO Bilk 15.04.2024 Ne 0911/3.
JTa6opaTopHAN aHai3 AKOCTi JKapCHLKOTO 3ac06y 3AifiCHEHHI:

JIIT "HewnrpanbHa naboparopist 3 aHaNisy AKOCTi JIKapChKIX 3ac0BIB i MEIHYHOT npoayKuii”
(M.Kwuis, BYIL. KynapaBcbka 10r m.Kuis, Byn. KyapsscbKa 8B Kuiscbka 00651acTh, C. Hogi [erpibii,

pyJ1. IBaHa dpanka, 19)
(saiiMeHyBaHHs Ta MicLe3HaxoMKeH s a6oparopi, 1o npoBeia ntaGopaTopHui ananis AKoCTi)

Gopatopiero Bilk 23.05.2024 Ne 1110

BUCHOBOK [IOO AKOCT NiKapchLKOTo 3aco0y, BUAARMI &
Pe3ynpTaTH nabopaTropHOro aHamizy AKOCTI NiKapChKOTO 3aco0y 3a riepeBipeHIMHA ToKa3HUKaMH BiIIIIOBiI[a}OTb
BUMOTaM METOJLiB KOHTPOIIO SKOCTI (aHaJIiTVI‘IHO—HOpMaTHBHOT noKyMeHTattii).

3a  pesynbTaTaMn AepKaBHOro  KOHTPOJIO pcTaHoBMENO, O niKapChLKUH 3aci6 BReseHo B Ykpainy 3

IlOTleMaHHﬂM BHUMOT 3aKOHOJABCTBA LOA0 saBesneueH s AKOCT] JMKAPCEKUX 3acoDiB.
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JNEPKABHA CJVYXKBA 3 JIMKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIiBCBHKIN OBJACTI

TIPOB. CeiTimanoi Hanii, 3, M.Kuis, 02099, Tenr/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 3707 8774

BUCHOBOK
npo sAKicTH BBE3EHOT0 B Vxpainy JikapchKoTo 3ac00y
06.06.2024 Ne 17352/24/1011
TIOTAMA®

(naiiMeHyBaHHS Jikapchkoro 3acoby 3TiZHO 3 PeECTPALIHHIM TIOCBIUEHHAM)
raGiieTikH, BKpUTI IJIIBKOBOIO 0G0N0HKOI0, 110 600 Mr; 110 10 TaGaerok y GuicTepi; 10 6
Gnicrepis y mayui 3 KapTOHY
(popma BHTTYCKY, 7103yBaHHs, BAL NaKyBaHHA niKapchKOTo 3acoby)

Homep peecTpatLiiHoro nocsimuenns UA/1 5§73/02/01 crpox aii peecTpaniiinoro nocsimuenns 17.07 2024
Cepis nikapcbKoro 3acoby Ne 396755 KinbKicTs BBE3EHOTO JTiKapCHKOTo sacoby 1582

BupobHHK IiparenohapM AnTeKapb Mromn ['m6X, HiMeuunta
(raliMeHyBaHHS BHPOBHHKA JIIKapCHKOTO 3acoby, kpaiHa TIOXOJIKEHHA)

BseseHo B YKpaiHy ToBapHCTBO 3 00MeKeH 010 BiNOBIAATBHICTIO "KPEATHUB I'PYIL
KOMIOAHI", inent. xox: 37365734

(HaitMeHyBaHHA Ta KOIL 32 €JIPTIoY JOpUANIHOT ocobu abo TPI3BHLLE, in'st, 10 GaTEKOB disnunoi
ocobu - migmpreMis, 1 Miclie IposkUBaBHA Ta peecTpalliiHii HOMED o6niKkoBOT KapTKH IIATHAKA
nopatkie abo cepis Ta HOMEP [acropTa)

TIpoTOKOJ Bi3yalbLHOro KOHTPOIIO pix 25.04.2024 Ne 0913/2.

3a  pesynbTaTamMy JepKaBHOTO  KOHTPOO BCTAHOBJIEHO, IO nikapcekuit  3aci6  BBE3EHO B Ykpainy 3

lIOTpHMaHHﬂM BHMOT 3aKOHOI4BCTBA WO 3a0e3MeueHH qK0CTI JIIKapChKUX 3aco0iB.
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[ipareHothapm Anrexapb Mrown TvBX, MbonbuTpace 1, 84529 TirrvoHinr, HiveuumnHa {ren.:+49 3683 805 0, Fax: +49 8683

895 100)
CEPTU®DIKAT AKOCTI
CepTvidikar Ha BUNMYCK cepii NiKkapcLKOro 3acoby

Mari-Kop: 04748 (peecTpaliiite caipoureo Ne: UA /1523/02/01 Komnania: Beopeaz ®apma rm6X & Ko. KI”
Tiozama®, mabnemiu, eKpumi 171i6K0€010 OBOTOHKOI 10 | Howep 3aKasHika: 40253_K -

600 mz Ne 60 (10x6) v baicmepax Homep ropAaKY: 0000131450010
[Jiroya pevosuHa; anbcha-finoecea Kucoma 600 me

[ata BupofHuUTEa: 26.09.2023

MaTepian N2 33109750
Homep Banky 133070140

PeanbHa KbKICTh! Cepis: 396755

1590 ynaKosoK Mpugarnuit fo.  08/2026

\ PinanbHU KOHTPOSb BIANOBIAHO komnanii Beopsar dapma TmoX i Ko. Kr:

WapameTp TEecTy: MeTon: \ N: \ PesynbTat:

Po3zuuHeHHA ansda- BEPX, Tectosa iHCTPyKLis Q He MeHL Hix 80 % 3a 60 100.0/99.7 1996
AiNOEBOT KKCIIOTHU PP00034-03 XBUSTUH 09.1/99.7/988%

lpenTrdikauisn annda- BEPX, Tecrosa inoTpykyia | Ha xpomarorpami Bignosipae
NiNOEBO1I KNCNOTH PP00034-01 sunpoGyBaHoro pos4ury,
OTPUMAHOT NPK KinbKiCHOMY
Bu3HAYEHHI, 4ac
YTPUMYBAHHS OCHOBHOTO
fika o - NiNoeBol KUCNoTH
mae 36iraTucs 3 4acom
yTpUMYBaHHHA OCHOBHOTO
nika o - Hinoeeoi KUCNOTH Ha
xpomarorpami posunny
NOPIBHAHHA

OaHOopiaHICTL 3padkyBaHHs eapon.¢apM.2.9.40 Bignosinae
[030BaHNX OANHUUL
Kputepil MPUAHATHOCTI

<15% 2,2%

CTOPOHHI AOMIIKN BEPX, TecToBa HCTPYKUiS
a) ineHTUdikoBaHi JOMILLIKK PP00034-01 He GinbLue HK 0,2 %
6,8-3niprTi0KanpmnoaoT
KUCIOThI

< 0,05 %

6) He ineHTUdiKoBaH He Ginblue Hix 0,2 % <0,05%

JOMILLIKM

g) CymapHa KiNbKICTL
HeifeHTUdikoBaHNX He Ginblue HiK 1,0 %
DOMILLIOK

<0,05%

r) Cymapna KiFIbKICTb He BinbLute HK 1,5% < 0,05 %

JOMILLOK B npenaparti

n) nonimepn BEPX, TeCTOBa iHCTPYKUis He GinbLue Hix 1,0% gignoeinae
PP00034-02

KinibKicHe BU3HAYEHHA BEPX, TecT0Ba iHCTPYKUiA 570,0 —630,0 mr 615,4 mr

anb(a-ninoeBol KNCNoTH PP00034-01 950~-10560 % 103 %

MikpoGionoriuna yucroTa €spon.Pap. 2.6.12 TAMC < 10° KYO/r < 1000 KYOIr

Mikpo6iosnoriuHa 4ucToTa cepon.dapm. 2.8.12 TYMC € 102KYO/r < 100 KYO/r

MikpoGionoriuHa 4ucToTa €spon.dapm. 26.13 Escherichia coli absent/1g BianoBiface

QP& _KA3_2PC
13 ntotoro 2024

-Mignnc-  €.I'oH4apoB

(BignosigansHa ocoba)




LpareHodapm Anrexapb Mown I'MEX, Monburrpace 1, 84529 TiTr™oHiHT, HiMeyunHa {Ten.:+49 8683 895 0, Fax: +49 8633 T
895 100)

CEPTUGIKAT SIKOCTI
Ceptudikat Ha BUNYycK cepii nikapcbkoro sacoBy

Mary-Kog: 04748 (peectpaljiitte caigayrso Ne: UA /1523/02/01 Komnanis: Buopeaz dapma I'méX & Ko, K-
Tiozama®, ma6nemxu, expumi nniexoeor obonoukow no Homep aakastika: 40353 K
600 m2 No 60 (10x6) y Gnicmepax -

Homep nopsgky:
diya pevosuna: anbcha-ninoecea xucnoma 600 ma P TIOPAAKY: 0000131450010
PearnbHa KinbkicTs; Hata BupoBHuLTEa: 26.09.2023

) Marepian Ne 33109750
Cepin: 396755 ]
1580 ynakosok Mpugathnii o 08/2026 Homep 6anky :33070140

Bupo6huua ginsanka:
[parerocbapm Antekaps  Mown

TMBX, Moonbiutpace 1, 84529 TiTTMOHiHr, HiMedunHa Bupobhuya niuensis:
DE_BY_O4_MIA_2023_0118

3oBHiWwHA nabopaTopia 3 KOHTPONIO AKOCTi:

& Y naboparopii 3a3HaueHo! B NilleHail BMpoSHULTBA Hparerodapm Antexapb Miown I'MBX, Mbonbwrpace 1, 84529 TITMOHIHT,
HiMeuunta

DE_BY_04_MIA_2023_0118

Ceptucpikar zasnpa:

Lum s nigrsepasiyio, Lo HaseneHa iHhOpMaLis € aBTeHTMYHOIO Ta To4HOw. Us cepia npoaykty Gyna
BUrOTOBMEHA, B TOMY YnChi yNakosKa/MapKyBaHHA Ta KOHTPONL AKOCT] Ha BULLE3TANAHWX BUPOBHMUMX
caiTax y nosHii signosignocti a0 Bumoru HBIT micyesoro perynatopHoro opramy Ta cneuudikayir,

Takumu BianosigHo go HBMM.

Biaxuneuusa: Kowne BiixunenHs  6Byrno OUiHEHO

3aTBEPMKEHO  BIANOBIAHO BCTAHOBAEHOT
BHYTPIWHLOT Npoyeaypu. [ins uiei cepii:

» Bigxunenb He susisneHo.

13 nwotoro 2024

-Mignune-  €.Monvapos

(BianoBigansHa ocoba)

AP®_KA3_2PC




X +49 8683

HiveuunHa (ten.:+49 8683 8950, Fa

WBX, TbonbliTpace 1, 84529 TiTTMOHIHT,

CEPTUOIKAT AKOCTI
Ceptudikar Ha BAMYCK cepil nikapcbKoro 3acoby

OpareHodiapm AnTekapb Tirowwn T
395 100)

Matu-Kog: 04748 (peecTpalyjitre CBIAOUTBO Ne: UA /1523/02/01 KommaHia. Beopeag @apma m6X & Ko. KI”
Tiozama®, mabnemxu, skpumi nyieKosoro 060JIOHKOI 110 [Flomep sakastuka: 40253_K -
600 mz Ne 60 (10x6) y Baicmepax Homep MOPAAKY: v

[liroya pedosuHa: anbcha-ninoesa Kucnoma 600 M2 p nopAAKY: 0001314500110
[aTa BupoSHuUTBa: 26.09.2023

Marepian Ne 33109750
Homep Banky :33070140

PeanbHa KInbKiCTE! )
Cepis: 396755

1590 ynaKkoBOK Mpuaarthuit po:  08/2026

®iavuna cneyudikaui TabneTku BKPUTOH 0BONOHKOI:: -

Pe3ynbrar:
Bignogiaae

inLOBWI pe3ynbTaT:
TabneTn, BKPUTI
NiBKOBOIO 0BONOHKOLD,
CBITNO-XOBTOIO
konwopy 3 BinbLy
CRITNUMI | TEMHUMA
(BinMmn)
BKpanieHHaMu,
JOBracTi asoonyks, 3
PUCKOIO Ha obox
nosepxHsx. Konip
TabneTku Ha anami-
CRITNO-MOBTUN.
20 825,0 mr 5,0 %

TeepaicTe \ Eapon.®apm.2.9.8 10 70-110N
10

N AN L SO
midimanobHe 3HauYeHHA XBUNUH

Po3nagaEemMmochb 63pon.<bapm.2.9.1 6 He Ginblue Hix 30 5 XBARNHY
MaKcHMMarbHe 3Ha4eHHA XBWIIWH

He Ginbiue Hik 1,5 %

CepeaHs maca \ 3pa)KyBaHHA

BmicT BOAN [ €spon.dapm.2.5.12

OP®_KA3_2PC




Hparerodapm Anrexaps Miown Fv6X, Tbonbwrpace 1, 84529 TiTT™MoHiHr, HiMeuunna {Ten.:+49 8683 895 0, Fax: +49 8683

CEPTUDIKAT SAKOCTI
Ceptudpikar Ha BUMYCK Cepii nikapckkoro 3acoby

895 100)

MaTu-Kog: 04748 (peecTpalliiine ceigovTeo Ne:
UMi NNieKoeo 06ONIOHKOK 1o

Tiozama®, ma6nemuu, exp

UA /1523/02/01

600 me Ne 60 (1 0x6) y 6ricmepax
Liroya pevosuna: anbha-ninoeea kucnoma 600 ma

KomnaHia: Beopeaz Papma F'm6X & Ko. KI™

Homep aakasnuka: 40253_K
Homep nopsaky: 00001314500110

PeantHa kinekicTs:

1590 ynakesok

Hara BUpoGHUUTBa:! 26.09.2023

Mpugathuit go:  08/2026

Cepin: 396755

Marepian Ne 33109750
Homep Banky :33070140

diHansHMi KOHTPONG BiANoBigaHo koMnaniy Beopsar ®apma 'm6X i Ko. KT

|

MapameTp Tecry:

MeTton:

N:

Pesynbrart:

Po3yuHeHHs anesda-
NIiNoEBOY KMCNoTu

BEPX, tectora HCTpy«KLia
PP00034-03

Q He MeHLW Hibk 80 % 23 60
XBUITMH

100.0/99.7/99.6
99.1/99.7/98.8%

lnenTudpikauia anbga- BEPX, TectoBa iHoTpykuis | Ha Xpomarorpami Bignosigae
ninoeBo1 KNCNOTH PP00034-01 BUIMPOGYBAHOTO PO3YmHY,

OTPUMAHOT NMPK KinbKiCHOMY

BU3HAYEHHI, yac

YTPUMYBAHHS OCHOBHOMO

rika o - NiNoeBoT KNCNOTH

mae 36iratucs 3 yacom

YTPUMYBAHHSA OCHOBHOIO

nika a - NinoeBoT KUCAOTY Ha

xpomarorpami pos3dnny

NOPIBHAHHS
QpnHopigHicT, 3BaXKyBaHHS €spon.dapm.2.9.40 Binnosinae
A030BaHNX OOUHULL

Kputepii ApuinsTHocTi

<15% 2,2%
CropoHHi gomiwku BEPX, TectoBa iHCTPYKUis
a) ineHTudikosayi Aomiwikn | PP00034-01 He Girbie Hix 0,2 % <0,05%
8,8-anitputiokanpunosor
KWCNOTh!
6) He ineHTUdikoBaH] He BinbLue Hixk 0,2 % <0,05%
A0MIiLLKK
B)  CymapHa  KinbkicTh
HeigeHTUdikoBaHux He GinbLue Hix 1,0 % <0,05%
AOMILIOK
r) CymapHa KinbKicTb He GinbLue Hix 1,5% <0,05%
AOMILLOK B Npenapari
4) nonimepu BEPX, tectosa iIHCTPYKL{in He GinbLue Hix 1,0% Bianosinae

PP00034-02

KinbkicHe Bu3navenns BEPX, tecrosa IHCTpykuis | 570,0 — 630.0 mr 615,4 mr
ansa-ninoeroi kucnoTu PP00034-01 95,0~1050% 103 %
Mikpo6ionoriyna uucrota €epon.dapm. 2.6.12, TAMC < 102 KYO/r < 1000 KYO/r
Mikpo6ionoriuna unctora | €8pon.dapm. 2.6.12 TYMC < 102KYO/r < 100 KYO/r
MikpoGionoriuxa yncrora | €8pon.dapm. 2.6.13 Escherichia coli absent/1g Bianosigae

OP®_KA3_2PC

13 motoro 2024

-[Mignuc- €.loHuapos

(BignosigansbHa ocoba)



Lparerothapm Anrexaph Miown MM6X, Mbonburpace 1, 84529 TITTMOHIH, HimeutmHa (Ten.:+49 8683 895 0, Fax: +49 8683
895 100)

CEPTU®IKAT AKOCTI
CepTudikaT Ha BUMyCcK cepil NMikapcbkoro 3acoby

MaTu-Kog: 04748 (peectpaljitre caigourao Ne: UA /1523/02/01 KomraHis: Buopeaz ®apma [moX & Ko. KI”
Tiozama®, ma6nemiu, 6KpuMi NNiGKOEOI 060JTOHKOK 110 | Homep sakasnuka: 40253_K -

600 M2 Ne 60 (10x6) y Baicmepax Homen MOPALKY: =

Liroua pekosuHa. anbgha-nirnoesa Kucnoma 600 m2 P nopAaky: 0001314500110

PearlbHa KinbKicTs: Rata BupoSHuLTEa: 26.09.2023 A Martepian Ne 33109760
Cepis. 396755 6 )
1590 ynakoBoK Mpuaatini fo:  08/2026 Homep 0anky 133070140

BupobHnya ginaHka:
[Oparexocpapm  AnTexaps  [Town IM6X, Mwonbuitpace 1, 84529 TiTTMoHinr, HiMewqmnHa BupoBHuda  NileHsis:
DE_BY_O4_M|A_2023_0118

3oBHiWHA NaBopaTopis 3 KOHTPORIO AKOCTI:
w Y naoparopii 3a3HaueHoi B NiyeH3ii BupoBHNYTBa JpareHodapm AnTekapk Miowwn MuBX, Monbwrpace 1, 84529 TITTMOHIHT,
HimeuunHa

DE_BY_04_MIA_2023_0118

CepTudikar 3ansa:

Livm a1 niarsepayio, Lo HaseneHa iH(pOpMALYiS € aBTEHTUHHOIO Ta TO4HOLO. List cepist npoaykty Gyna
BUFOTOBAEHA, B TOMY YKUCHI YNaKoBKa/MapKYBaHHs T& KOHTPOL AKOCT] HA BULLE3raAaHNX BUPOOHWUMX
cafiTax y nosHi# BianosigHocTi A0 Bumorn HBIT micLeBoro perynsiTopHoro opraHy 1a crneundpikayil,
aasnaueHi K £o3BoNi Kpaisu-imnoprepa abo dainy creuudikauil APoAYKTY ANA [OCNIMKYBAHOTO
nikapobkoro sacofy. 3anucu napTiiHoT 0Bpobkn, ynakoBku Ta aHanisy Gyrm nepernsiHyTi Ta BU3HaH
Takumu BignosigHo 4o HBM.

BinxuneHus: KoxHe BiaXuieHHs 6yrio  OUiHEHO | 3aTBEPAKEHO BiANOBIAHO BCTAHOBAEHO!
BHYTPILLKLOT Npoueaypu. Ann iel cepit:

® Bigxunenb He BUABNEHO.

13 noToro 2024

-Migrme-  €.NoHdapos

(BinnosigansHa ocoba)

OP®_KA3_2PC






Dragenopharm Apotheker Piischl Gmbld, GollstraBie 1, 84529 Tittmoning (Tel: +49 8683 895 6, Fax: +49 8683 895 100) Ge rmany

Certificate of Analysis
Batch Certificate for Medicinal Products

match-code; 04748 (Licensing No: UA/1523/02/01
Thiogamma®, film-coated tablets 600 mg N 60 (10x6)
in blisters

Active subsarice: alpha-lipeic acid 800 mg

company:
WORWAG PHARMA GmbH & Co. KG

Material No.Customer: 40253_K
* Sequence: 00001314500110

26.09.2023
08/2026

Mfd.:
exp. date:

.actual gty.: 1.590 pcs

Batch: Material No. 33109750

396755

Material No.bulk:33070140

Result:

N: Target range:

Test parameter: Method:
Appearance: visual inspection corresponds
Film-coated tablets, light yellow with lighter and
darker (white) blotches, oblong hiconvex, with a
line on both surfaces.
The color of the tablet at the break is light yellow.
3 weighing 20 8250mg £ 50% 825.0 mg
Ph.Eur. 2.9.8 10 70 110N 107N
slide gauge 10 5,3-6,1mm 5.3 mm
slide gauge 10 21,2-222 mm 21.6 mm
slide gauge 10 7.4 -80mm 7.6 mm
Ph.Eur. 2.9.1 6 nmt. 30 min 2 min
Ph.Eur. 2.9.1 6 nmt. 30 min 2 min
Ph.Eur, 2512 0.9%
Analysis: Method: Target range: Result:
Assay alpha-lipoic acid mg}: HPLC, according test 570,0 - 630,0 mg 615.4 mg
Instruction: PP00034-01
Assay alpha-lipoic acid {%): 95 - 105 % 103 %
Uniformity of dosage units: Mass variation: Complies Ph.Eur. 2.9.40 corresponds
Uniformity of dosage units Acoeptance value = 15,0 % 2.2%
Identity alpha-lipoic acid HPLC, according test 0; the zht;omatogrdm of ;hte test solution corresponds
H 1 . obtaine yquanntatwe €] ermmanon,
instruction: PP00034-01 the retention time of the main peak of alpha-lipoic
acid should match the retention time of the main
peak of alpha-lipoic acid on the chromatogram of
A the reference solution,
Related substances HPLC, according test 6,8- Epntnthsoctamc acld nmt 0.2 % < 0,05 %

instruction: PP00034-01

DRPH_QKAZ_2PC_Release




Dragenopharm Apotheker Piischl Gmbi, Gillsteafie 1, 84529 Tittmoning (Tel.: +49 8683 895 0, Fax: +49 8683 895 100)Germany

Certificate of Analysis

Batch Certificate for Medicinal Products

maich-code: 04748 (Licensing No: UA/1523/02/01 company:
Thiogamma®, film-coated tablets 600 mg N 60 (10x6) | WORWAG PHARMA GmbH & Co. KG
in blisters

Material No.Customer: 40253 _K

| Active subsance: alpha-lipeic acid 600 mg - Sequence: 00001314500110
Mfd.: 26.09.2023 Batch: 396755 Material No. 33109750

.actual gty.: 1.590 pcs exp. date:  08/2026 Material No.bulk:33070140

Polymer: HPIC, according test nmt. 1,0 % corresponds "

instruction: PRO0034-02

Dissolution alpha lipoic acid: HPLC, according test 100.0/99.7 /99.6
instruction: PP00034-03 99.1/99.7/988%

.................................................................................................................................................................................

Microbial contamination Ph. Eur, 2.6.12 < 1000 CFU/g

...............................................................................................................................................

Microbial contamination: Ph. Eur. 2.6.12 < 100 CFU/g
Microbial contamination: Ph. Eur. 2.6.13 Escherichia coli absent/ 1g corresponds

_ FEBA 30—
/ €. Goncharov/Qualifed Pe{s}\ P

Qualified Persen

DRPH_QKAZ_2PC_Release



Dragenopharm Apotheker Piisehl GmbH, Gollstralie |, 84529 Tittmoning (Tel.: +49 8683 895 0, Fax: +49 8683 895 IOO)Germany

Certificate of Analysis
Batch Certificate for Medicinal Products

match-code: 04748 (Licensing No: UA/1523/02/01 company:
Thiogamma®, film-coated tablets 600 mg N 60 (10x6) | WORWAG PHARMA GmbH & Co. KG
in blisters
ive subs . alvha-lipoic acid 600 m Material No.Customer: 40253_K
Active subsance: aipha-ipol g ' Sequence: 00001314500110
Mfd.. 26.09.2023 Batch: 396755 Material No. 33109750
actual gty.: 1.690 pcs exp. date:  08/2026 Material No.bulk:33070140
Manufacturing sites:

{';[] Dragenopharm Apotheker Piischl GmbH, Géllstrasse 1, 84529 Tittmoning, Germany. Manufacturing licence:
DE_BY_04_MIA_2023_0118

Packaging sites:

[)6 Dragenopharm Apothekef Plschl GmbH, Glistrasse 1, 84529 Tittmoning, Germany. Manufacturing licence:
DE_BY_04_MIA_2023_0118 :

External quality control site:
['}{] In a laboratory registered in the manufacturing licence of the Dragenopharm Apotheker Piischl GmbH, 84528 Tittmoning, Germany

Certitication statement:;

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/
labelling 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 or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Deviations:

Each deviation was investigated and approved. For this batch:
bJ o relevant deviation was observed.

[ 1 (a)relevant deviation(s) was/were observed. The deviation repori(s} Is/are enclosed.
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LpareHodapm AnTexaps Mown MBX, IMNbonbiuT

895 100)

pace 1, 84529 TiTTMOHIHF, HiMeuunHa {Ten.:+49 8683 895 0, Fax: +49 8683

CEPTUDIKAT AKOCTI

CepTudikaT Ha BUMYCK cepil NikapcbKoro 3acofy

Matu-Koga: 04748 (peectpaliiiine csigoureo Ne: UA /1523/02/01
Tiozama®, ma6nemxu, eKpumi nnieKoeor 060MOHKOI 0 [Howvep sakastuka: 40253 K
600 M2 No 60 (10x6) vy Baicmepax =
[ioya peyosuna: anbga-ninocea kucnoma 600 ma

KomnaHia: Boopeaz ®apma F'méX & Ko. KI

Homep nopaary: 00001314500110

PeanbHa KiNbKiCTy:

1590 ynakoBoK

MpugatHuil 1o:  08/2026

Rara supoBruuTea: 26.09.2023 Marepian Ne 33109750

Cepistt 396755 | o0 6anxy :33070140

disnuna cneundikaui TaBNeTKU BKPUTOK OGOMOHKO0::

MapameTp TECTY: MeTton: N: LlinboBuKi pe3ynbTar: Pesynbrart:

Onuc BisyanbHWUi KOHTPOIb TabneTku, BKPUTI Bignosigae

ANiBKOBOKO 0BGONOHKOIO,

CBITNO~XOBTOrO

KONbLopy 3 BinbL

CBITNUMY | TEMHUMY

(Ginumu)

BKPAnneHHAMH,

aosracti agoonykni, 3

pUCKOK Ha 060X

nosepxHax. Konip

TabneTky Ha 3nami -

CBITNO-OBTWA.
CepefiHa maca 3BaXyBaHHSA 20 8250mr+£50% 825,0 Mr
TeepaicTb €spon.dapm.2.9.8 10 70-110N 107 N
JloBxuHa MiKpOMETP 10 21,2 -22,2 vm 21,6 MM
LWupuua MiKPOMETP 10 7.4 -8,0 MM 7,6 MM
Bucorta MiKpOMETP 10 53-6,1 MM 5,3 MM
Po3nagaemMochk €ppon.®apm.2.9.1 6 He BinbLue Hidx 30 5
MiHiManbHe 3Ha4YeHHA XBUMNUH XBUNUHN
Po3nagaemMochk €spon.dapm.2.9.1 6 He Binbiue Hix 30 )
MaKCHMasibHe 3HaYEHHA XBUNUH XBUNNHU
BmicT Bogy €spon.®apm.2.5.12 150mr | He Ginblue Hk 1,5 % 0,9 %
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