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Batch Release Certificate / Ceptudikar BunyuweHoi Cepil
Certificate of GMP Compliance / Ceprudikar BianosigHocTi GMP

Name of the Product: / PANTOGAR®, capsules, Ne 0 (15x8) in blisters /
Haszsa MNpogykry: MAHTOIAP, kancynu Ne 90 {15x6) y 6nicrepax

1 capsule contain: medical yeast 100 mg, calcium pantothenate 60
mg, thiamine nitrate 60 mg, cystine 20 mg, keratin 20 mg, p-
Strength / Potency: / Aminobenzonic acid 20 myg / .
Cwna gii / AKruBHICT: 1 kancyna micTure: Apixgxi Meanui 100 wr, KaneLito naHToTeHaT 60
M, TiaMiHy HiTpaT 80 Mr, yucTuH 20 Mr, kepatud 20 mr, kucnota 4-
amiHoGeHaolina 20 mr

Dosage Form: / Nikapcbka Popma: capsules / kancynu

Pack Siz d Type: 15 tablets in blister; 6 blisters in carton box with Ukrainian
Tm? nggo 3Mje 3'; - o?:u: labeling /Mo 15 kancyny Gnictepi, no 6 6nicrepis Y KAPTOMHI kopobui
p ) 3 MapPKyBaHHAM YKpaiHCbKOW MOROID

Date of Manufacturing: Batch Number Finished Product: /

Hata eupobuuyTsa: _ 25.05.2024 Homep Cepii MNotosoro Mpogyxry: 24077806

Expiry Date;/ - Batch size (in packs): /

Tepumin npugaTHocTi: 30.04.2027 Pasmip Cepii (B yRakoskax): 15922

Batch Number Bulk: / Release Number of AP!: / 23011233,24021539,231

H by 24056181 i 00868,23010525,230222
Omep cepit ‘in bulk™ Homep Bunycky AdI: 20,24022215,23099713

Material Number in SAP: / Marketing Authorization Number: /

Howmep Marepiany 8 SAP: 44551 Homep Peecrpauiithoro Moceiguenns: UA/10445/61/01

Name, Address and License Number of Manufacturer(s): / Haasa, Adpeca Ta Homep fiyensii BupoGhuka(-is)

Manufacturing, quality control, batch Acino Pharma AG, Birsweg 2, 4253 Liesberg, Switzerland,
release: / BupoSuuyreo, KOMTPON®k AKocTi, No. 512649-102715974/

BUnyck cepil Acino ®apma Al bipceer 2, 4253 Nic6epr, Wsenyapis,
Ne 512649-102715074
Packaging: / Ynakosxa: Acino Pharma AG, Pfeffingerring 205, 4147 Aesch, Switzerland

No. 512649-102715974/
AciHo dapma Al TNdpechepinreppinr 205, 4147, Ew, Iseliyapis
Ne 512649-102715974

Country of Origin: / KpaiHa-Bupobhuk; Switzerland / Ulseiigapia
Importing Country: / KpaiHa-iMmnoprep: Ukraine / Yxpaina

Name and Positicn of Person, Dr.Christine Rother,

who issued the Batch Release: / Manager QA, Deputy FVP/QP/

Mpiseuue Ta nocaga ocobu, Bokrop Kpicrin PoTep,

fika BuAana [o3sin Ha BUNyck cepir; Meneawep 3 Axocri, 3acTynuuk YnosHoeaxenol Ocobu 3

PapmakoHarnagy/yYnoeHoBaxeNa OcobGa
Release Date Batch: !/ Bata Bunycky Cepit: 19.08.2024

..,f’ f
. . . - ! o
Date of signature: / flata nignicy: 07.10.2024 g /ﬂ ! u/

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English languagé'version shall
prevail. | ¥ paal Gyps-akux posBikHocTe R ab0o cymHiBiE Mk aHrmifckKko Ta YKPEHCEKOIO MOBEMM, nepesary Mae BepeiA Ha aHrnifcekii
MOBI,

Christian Rieger
Senior Manager QA
Deputy QP
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Certificate of Analysis / Ceptudikat Ananisy

'@/ acino

Name of the Product; / PANTOGAR®, capsules, Ne 90 (15x6) in blisters /
Hasea Mpogyxry: MAHTOTAP, kancynu Ne 90 (15x6) y Bnicrepax
Date of Manufacturing: / Batch Number Finished Product: / 24077806
ata eupobhuyrea; 25052024 Homep Cepil l'oToBoro MpoaykTy: 40
Expiry Date: | Batch size (in packs): / _ 159
TepMiH npuaaTHoCT: 30.04.2027 PosMip Cepii {B ynakoskax): 2%
Material Number in SAP: / Batch Number Bulk: /
Homep Matepiany s SAP: 44551 Homep cepil “in bulk™; 24056181
Analysis Number: / Date of Analysis: / 9 2
Homep Axanigy: 482839 Hata Auanizy: 03072024
Tests / Requirements / E::f;rlltr;m Remarks /
fTokasHukm axkocTi Bumorn MKA ananiay FlpumiTky
capsule: hard gelatin capsule type Conti Snap,
size 1 capsule contents: fine powder Color
capsule: Cap; dark green opaque Body: lvory-
colored opaque Color capsule content: beige
Appearance / brown Odor capsule contents: faint odor of Complies /
Onuc yeast / Teepai xemaTWHoOBI kancynu posmipom 1, Bianosigae
ARIBHWIA NOPOWOoK, KOBNAYOK Kancyu: TEMHO-
3eNeHU, Henpoaopuid Tino kancynn; KOSTbORY
CNOHOBOT KICTKW, Henpo3zopa, Bexeso-
kopuuHesmi, Cnabiuit aanax apbrmxia
Average weight capsule | 390.5 - 431.8 mg/ 414.2 mg/
{ Cepeans Bara kancynu | 390.5 - 431.6 mr 414.2 mr
Average weight capsule :
contents / Cepentis Bara g:gg i gg:g nTrg . ggg: :rg /
BMICTY KQrcyrnum . ) i
t’;‘;‘;‘;’;‘;‘}’gggﬁﬁm or | Conforms to Ph. Eur. 2.9.5 / Complies / Ph. Eur. 2.5/
MACH BMICTY xancynu Bianosigae sumoram €sp. dapm. 2.9.5 Bignosinae €pp. Capm. 2.9.5
Disintegration in water / .
) <30 Min/ IMin/ Ph. Eur. 2.9.1/
gg;iﬂ-ucm A0 peanany y < 30 xa. 3 xB. Eap.chapm, 2.9.1
- Thiamine mononitrate 2 75.0% after 80 min / Not performed/

Dissolution* /
PozuvHenns*

Tiaminy wiTpar Q 275.0% 4epes 60 xs

He nposoaunocs

- Calcium pantothenate = 75.0% after 60 min /
Kansuiko narroTtexar Q 275.0% qepes 60 xs.

Not performed/
He nposogunocs

Ph. Eur. 2.9.3
“(Ever y 5th batch)

/ €ap. ®apm. 2.9.3
*- kaWHa 5-Ta cepisr

~ 4-Aminobenzoic acld 2 75.0% after 60 min/ Not performed/
4-aniHoBeHzolina kuenoTa Q 275.0% Yepes 60 x8. | He nposogunocs
- Cystine 2 75.0 % after 60 min / Not performed/

HueTun Q 275.0% vepes 60 xa.

He nposoannock

Identity / InenTudikayin

ldentity Thiamine

mononitrate / Complies with reference / Complies / (HPLC)/
IneHTUiKkaLyn Tiaminy Bianosinae pexkomeraavism Bianosinae BEPX
HITpaTY .

Identity Calcium

pantothenate / Complies with reference / Complies / (HFLC)f
InexTudbikadia kanbLjo Binnoeigae pexomeHpaLlism Binnosigae BEPX
NaHToTeHaTy

identity 4-

Aminobenzoic acid / Complies with reference / Compties / (HPLC)/
ineHTHbikaLin 4- Bignoeinae pekomennauism Bipnoeinae BEPX

aMiHoGeH30NHOT KMenoTH

Acino Pharma AG

Birsweg 2, 4253 Liesberg (BL), Switzerland

Phone +41 61 775 80 00

WWW.acino.swiss
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Certificate of Analysis / CepTudpikaT Ananisy

Name of the Product: PANTOGAR®, capsules, Ne 90 {15x6) in blisters /
Hasea Mpoay«ry: NAHTOFAP, kancynu Ne 80 (15x8) y Bnicrepax
Date of Manufacturing: / Batch Number Finished Product: / 77
fata BupobHuyTea: 25.05.2024 Homep Cepii Notosoro Mpoaykry: 24077504
Expiry Date: / Batch size (in packs): /
: . 04, ] o 5982
TepmiH npuaatHocTi: 30.04.2027 Poamip Cepif (B ynakoskax): b 2
Material Number in SAP: / Batch Number Bulk: /
3 oy . 8
Homep Marepiany g SAP: 44551 Homep cepii “in bulk™ 21056181
Analysis Number: / Date of Analysis: /
Homep Ananisy: 482839 Hata Ananiay: 09:07:2024
Tests / Requirements / ?::;::3 ; ™ Remarks /
Nokasuuin sikocTi Bunmorn MKSA ananisy NpumiTin
Identity Cystine / Complies with reference / Complies / (HPLC)/
laeHTudbikayis LIMCTUHY Binnoeinae pekomennayism Bianosipac BEPX
identity of Keratin / Complies with reference / Complies / (HPLC) /
inexTubikavis KEpPaThHY Bignokinae pekoMeHaaLlism Bianosigae BEPX
:::3::4%:{ ;LY“:astl C_omplies with referenc_e ! Complies / (HPLC)/
PKIDKOBYX rpu6ikis Bignosiaae pekomenaaviam Binnoeipae BEPX
Identity of Iron oxide - " *{once per year) /
yellow™ [ IgentuynicTs ﬁg:ﬁ::; o ﬁo;.sltive[j **- gniHa cepist Ha
OKCUOY 3anisa wosToro™ O3UTHBHO piK
L‘Tﬁ:rgg: T, Etezq,::::l s Positive / Posttive / **{once per year) /
| ABOOKKCY TUTaHY™ HosutusHo MNosuTtueHo **-0aHa cepia Ha pik
Identity of Indigotin** s Positive / Not performed! **{one per year)/
IBeHTUNHICT MosuTraHo H **- QKA cepin Ha
IHAMMOTHHY ™ © fiposopunoce |
Ph. Eur. 5,1.4,
{non-aqueous
preparations for
- TAMC < 10° CFU/g / <10 CFU/g / o g
Microbiological TAMC < 10° KYO/r < 10" KYOrr batch, at least one
quality*™* - TYMC < 10° CFUig / <10* CFU/g / batchlyear /
MikpoGionoriuna TYMC = 102 KyQir < 10" KYO/ir €ep.dapm., 5.1.4
YUCTOTE** - E.Coli absentin 1g / Absentin1g/ (veBOOHI npenapary
E.Coli sincyTricts/r BigcyTHiiie 1 1 ANA NepopankHoro
: 3ACTOCYBAHHS),
e kowHa f0-Ta
Cepis, LjoHaliMe L e
1 cepin Ha pik
Loss on drying Ph. Eur, 2.2.32,

{capsules filling)* £55%/ 3.3%/ *- every 5% batch/

Brpara B maci npu =55 % 33 % Cap.dram. 2.2.32,

BUCY Ly BaHH* '~ KOMHa 5-Ta cepis

Assay / KinekicHe ansHauenHs

Thiamine mononitrate / 57.0-69.0 mg/ 62.8mg/

Tiaminy sitpar 57.0-69.0mr 62.8 mr

Calcium pantothenate / | 60.0 - 20 mg/ 65.9mg/

KansUi nasToteqar 60.0 - 72.0 mr 65.9 mr

+Aminobenzolc acid/ | o 0 o 0 mg / 203 mg/

4-amioBeHsonna 19.0 — 23.0 Mr 20.3 mr

KMCroTa ' ' : N
Acino Pharma AG

Birsweg 2, 4253 Liesberg
Phone +41 81 775 80 00
wWww.acino.swiss

(BL}, Switzerland

% acino




Certificate of Analysis / CepTucikar Ananiay

D ac

ino

Name of the Product; / PANTOGAR®, capsules, Ne 90 (15x6) in blisters /
Hassa Mpoaykry: NAHTOTAP, xancynu Ne 90 (15x8) y 6nicrepax
Date of Manufacturing: / Batch Number Finished Product: / 24077806

aTa supobHuUTBa: 25.05.2024 Homep Cepil Motosoro Mpoaykry: 04
Expiry Date: / Batch size (in packs): / 2
TepMin npuaaTHoCTi: =.04.2027 Poamip Cepii {8 ynakoskax): 15:92
Material Number in SAP: / Batch Number Bulk: /
Howmep Marepiany B SAP: 44551 Homep cepii “in bulk™ 24056181
Analysis Number:; / Date of Analysis: /
Homep AHaniay: 482839 fara Ananisy: 09.07.2024
Tests / Requirements / Il:::;rllii;m Remarks /
FlokasHWKK sKocTi Bumoru MKA ananiay MpuniTicn
Cystine / 200-24.0mg/ 226mg/
LMCTH 200-240wmr 22.6 mr
Keratin via amino acids
Iieoemmapes | 189240/ ta5ma!
amiHOKKCnoTY : ’ )
Yeast via amino acids /

3 : 80.0-1200 mg/ 103.0 mg /

Apokmkosi rpuGK vepes | oo " on o 3 103.0 mr

amiHoKMcnoT!

Name and Position of Person,
who issued the Batch Release: /
Mpissuiue Ta nocapa ocobu,

fka BKUAana fo3sin Ha Bunyck cepir:

Release Date Batch: / lata Bunycky Cepii:

Date of signature: / aTa mgnucy:

Dr.Christine Rother,

Manager QA, Deputy FVP/QP/
HAokrop KpicTiH Potep,
Menegxep 3 Akocri, 3acTynHuk YnosHosaxeHo! Ocobu 3
thapmakoHarnsgy/YnoeHosaxena Ocoba

19.08.2024
07.10.2024
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In the event of any discrepancies or doubt between English and Ukrainian language versions, the E{g!ish
language version shall prevail. / ¥ pasi ByAb-akux posbimHocTeR abo CyMHiBiB Mix BEPCiSMUA aHMIlCLKoI Ta
YKPEIHCEKOK MOBAMY NEPEeBaNHY CUMY Mae BEPCis AHIMIMCHKOID MOBOID.,

Acino Pharma AG

Birsweg 2, 4253 Liesberg (BL), Switzerdand

Phone +41 61 775 80 00

WWw.acino.swiss

Christian Rieger
Senior Manager QA
Deputy QP
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HAEPZKABHA CJIVIKBA 3 JIIKAPCI)KI:IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIN OBJACTI

npoB. Ceitimunoi Hapii, 3, M. Knis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOIr0 B YKpainy JIKapcbKOro 3acody

22.10.2024 | Ne 52787/24/10

ITAHTOT' AP

(HaiiMeHyBaHHA MiKapcEKOTo 3aco0y 3riHo 3 peecTpariiiaum TIOCBIAYCHHAM)
Kancynau, no 15 kancya y 6aicrepi; mo 6 bmicrepis y kapTonwiii Kopodui

(popma Brmycky, nozysanns, sug TaKyBaHH: TIKAPCEKOro 3acoby)
Homep peecrpaniiiroro mocsiguenns UA/10445/01/01 CTpoK Aii peecTpaniiinoro mocsizuenns 01.01.2099
Cepis nmixapeekoro 3acoby Ne 24077806 Kinskicrs Besenoro mikapesxoro 3aco6y 4800

Bupo6ruK Acino ®apma AT, Hlseiinapis
(nafivenysanns BHpoGHHKa JIKaPCEKOro 3acoBy, Kpaina [IOXOKEHH)

Breseno B Vipainy Tosapucteo 3 o6mexenor Bixnopinamsnicrio "ACIHO YKPATHA",
inenr. xox: 42274733

(mativenyBanns ta xox 3a €JIPIIOY H0pHHYHOT 0co6H abo npizsue, IM'S, 110 BATEKOBI GizHunoi
ocedu - mianpuemus, i Micue UPOMHEAHHA Ta peecTpallifuuil Homep o6ikosoi KapTKH [IaTHHKA
nozaTkis abo cepiz Ta HoMep nacropTa)

TIpoToxon isyanbroro kourpomo six 15.10.2024 Ne 3143/14.

3a  pesymeratamu mepikaBHOTro KORTPOMIO  BCTANHOBIICHO, MO NiKApCHKMIl 3aci6  BReseHo B Vkpainy 3

JOTPHMAHHAM BumMor 3aKOHONABCTRA INOJ0 3a0e3NedYeHHS TKOCTI NKApChKHUX 3acobiB.
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