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Batch Release Certificate / Ceptudikar BunyweHoi Cepii
Certificate of GMP Compliance / Ceprudikar BignoeigHocti GMP

Name of the Product: / PANTOGAR®, capsules, Ne 90 {156} in blisters /
Hassa lNpogyiry: NMAHTOTAP, kancynu Ne 90 (15x6) y Bnicrepax

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 mg / :
Cuna gi / AktusHicTs: 1 kancyna micture: Apixoki Mepuyni 100 wmr, Kanouito naHToTeHart 60
M, TiaMiHy HiTpaT 80 Mr, yueTuH 20 Mr, kepatud 20 Mr, kucnota 4-
amiHoBeHsohna 20 Mr

Dosage Form: I Nikapcora Popma: capsules / kancynu

15 tablets in blister; 6 blisters in carton box with Ukrainian
labeling /Mo 15 kancyny Gnictepi, no 6 6nicTepis Y KAPTOHHI Kopobui
3 MapKYBaHHAM YKPaTHCLKOI0 MOBOID

Batch Number Finished Product: /

Package Size and Type: /
Tun Ta Poamip Yrakosku:

Date of Manufacturing: /

HAata BupoGruuTsa; 25.05.2024 Homep Cepif Motogoro MpogyxTy: 24077806

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

Tepumin npugaTtHoCTi: 30.04.2027 Poamip Cepii (B ynaKkosKax): 15922

Batch Number Bulk: / 24056181  Release Number of API: / ggg;;g%fggg;%%gg;

Homep cepii “in bulk™: Homep Bunycky Adl: ' . .
20,24022215,23099713

Material Number in SAP: / Marketing Authorization Number: /

Howmep Matepiany B SAP; 44551 Homep Peecrtpauiitnoro MoceiguenHs: UA/10445/01/01

Name, Address and License Number of Manufacturer(s): / Hassa, Aapeca Ta Homep Miyensii Bupobhvika(-is)

Manufacturing, quality control, batch Acino Pharma AG, Birsweg 2, 4253 Liesberg, Switzerland,
reiease: / BupoBuuyrso, KOHTpONb AkocTi, No. 512649-102715974/

BANYCK cepii: ) AciHo ®apma AT, Bipceer 2, 4253 NicGepr, lsenyapis,
Ne 512649-102715974

Packaging: / Ynarxoska: Acino Pharma AG, Pfeffingerring 205, 4147 Aesch, Switzerland
No. 512649-102715974/
AciHo dapma Al Nepecdbbinreppinr 205, 41 47, Ew, Wseliyapis
Ne 512649-102715974

Country of Origin: / Kpaina-snpobruk: Switzerland / Lliseiiyapis

Importing Country: / Kpaina-imnoprep: Ukraine / Ykpaina

Name and Position of Person, Dr.Christine Rother,
who issued the Batch Release: ! Manager QA, Deputy FVP/QP/
Mpissuile Ta nocaga ocobu, Bokrop Kpictin PoTep,
fika BuAana fo3sin Ha BUNYck cepil; Menemprep 3 Arocri, 3acTynuuk YnosHoeaxenol Ocobu 3
$apmakoHarnsay/YnoeHoBaxena Ocoba
Release Date Batch: / [laTa Bunycky Cepii: 19.08.2024 7 |
. ; . . 7
Date of signature: / Jata nignucy: 07.10.2024 _ (’/ﬂ ; /

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English languagé'version shall
prevail. /'Y pasi Byas-aknx poaBikHocTen abo cyMHIBIB MK aHrnifickkom Ta YKPEIHCEKOI0 MOBaMM, nepeBary Mae BepciA Ha anrnifcekii
MOBI,

Christian Rieger
Senior Manager QA
Deputy QP

v gud 06 ff Ak, 10 A4 7%_/
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Certificate of Analysis / Ceprudikat Ananisy

%3 acino

Name of the Product: / PANTOGAR®, capsules, Ne 90 (1 5x6) in blisters /
Haasa Mpogyxry: MAHTOrAP, kancyn Ne 90 (15x6) y BnicTepax
Date of Manufacturing: / Batch Number Finished Product: / 24077
ara supobHuuTea; 25.05.2024 Homep Cepii l'otosoro MpoaykTy: 4077506
Expiry Date: / Batch size {in packs): / 159
TepmiH npuaaTHoCTI: 30.04.2027 Poamip Cepii {B ynakoskax): 3922
Material Number in SAP: / Batch Number Bulk: /
N " 1
Homep Martepiany 8 SAP; 44551 Homep cepil “in bulk” 2405618
Analysis Number: / Date of Analysis: / 2
Homep Axanisy: 482839 Hata Ananiay: 09.07.2024
Tests / Requirements / E::;‘ J‘Iltj';ﬂd Remarks /
MokasHukk socTi Bumorn MK#H ananiay FlpumiTku
capsule: hard gelatin capsule type Conti Snap,
size 1 capsule contents: fine powder Color
capsule: Cap: dark green opaque Body: ivory-
colored opaque Color capsule content: beige
Appearance / brown Odor capsule contents: faint odor of Complies f
Onie yeast / TBep/i xenarTuHoBi kancynu posmipom 1, Bianosigae
APiGHUIA nopowok, Koenauok Kancy: TeMHO~-
3eneHui, Henpoaopuii Tino kancynu: KOmMbopy
CAOHOBOT KIGTKW, Henposopa, Bexeso-
KOphuHeani, CnaGkvil aanax apikmxia
Average weight capsule | 390.5 - 431.6 mg / 4142 mg/
{ Cepepns Bara xancymv | 390.5- 431.6 mr 414.2 mr
Average weight capsule . ‘
contents / Cepepnn Bara 2'1' gg _ gg} 'g Mmrgl ggg: ":rg /
EMICTY Kalcymm ) ’ )
g::f:;;‘?gg;&;fzﬂ cr | Conforms to Ph. Eur. 2.9.5 / Complies / Ph. Eur. 2.0.5/
Macy BMICTY Kancynu Bianosigae rumoram Epp. dapm. 2.9.5 Bianosigas €ep. Capm. 2.9.5
Disintegration in water / .
) <30 Min/ 3 Min/ Ph. Eur. 2.9.1/
gg;;'mcm A0 posnagy y <30 xB. 3 xB. Eap.hapm, 2.9.1
- Thiamine mononitrate 2 75.0% after 60 min / Not performed/

Dissolution* f
PosuvHeHns*

Tiaminy HiTpar Q 275.0% vepes 60 xs

He npoeoaunnocs

- Calcium pantothenate = 75.0% after 60 min /
Kans Uik nantoteHar Q 275.0% vepes 60 xs.

Not performed!
He npoeogunocs

Ph. Eur. 2.9.3
*(Ever y 5th batch)

- 4-Aminobenzoic acid 2 75.0% after 60 min /
4-amiHoBeHaoitta kucnora Q 275.0% vepes 60 x..

Not performed/
He nposogunocs

I €up. ®apm. 2,9.3
*- koWHa 5-Ta cepisr

- Cystine 2 75.0 % after 60 min /
LmeTun @ 275.0% yepes 60 xp.

Not performed/
He nposoannocs

Identity / laenTugikais

identity Thiamine

mononitrate / Compilies with referenca / Complies / (HPLC)/
ineHTMbikaLia TiamiHy Bianosinae pekomenpadism Binnosinae BEPX
HiTpaTY

Identity Calcium

pantothenate / Complies with reference / Complies / (HFLC)f
laexTndikauia xansujio Bifnoeigae peromenpaLism Bigrosigae BEPX
AaHTOTeHaTy

Identity 4-

Aminobenzolc acid / Complies with reference / Complies / (HPLC)/
laenTugikayis 4- Bignoeinae pekomenpavism Bianoeinae BEPX

amiHeGeH30MHOT KMenoTH

Acino Pharma AG

Birsweg 2, 4253 Liesberg (BL), Switzerland

Phone +41 61 775 80 00

WwWWw.acino.swiss
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Certificate of Analysis / CeptudikaT Ananiay

% acino

Name of the Product; / PANTOGAR®, capsules, Ne 90 (15x6) in biisters /
Hassa Mpogyxry: NAHTOFAP, kancyru Ne 90 (15x6) v 6nicrepax
Date of Manufacturing: / Batch Number Finished Product: / 24077806
fdata BupoBruyTea: 25.05.2024 Homep Cepii lNotosoro Mpogyicry: 0
Expiry Date: / Batch size (in packs): / 1
; . .04, . : 5922
Tepmin npugatHocTi: 30.04.2027 Posmip Cepii (& ynakoskax):
Material Number in SAP: / Batch Number Bulk; /
- s N 2405618
Homep Matepiany s SAP: 44551 Howmep cepii “in bulk™ 056181
Analysis Number: / Date of Analysis: / 2
Homep AHaniay: 482839 fata Ananisy: 09.07.2024
Tests / Requirements / g:as;jr::i;m Remarks /
INokaaHukm sikocTi Bumorn MKHA ananisy RpumiTkn
Identity Cystine / Complies with reference / Complies / (RPLC) /
laeHTUdikauisn LUCTHHY Binnosizae pekoMenpaLism Bianosigae BEPX
Identity of Keratin / Complies with reference / Complies / (HPLC)/
laeHTudikaLis KepaTtuHy Bignosinae pekcMeHgaLlinm Bianosigae BEPX
:g::::z};;;z“t / C_omplies with referenc_e / Complies / (HPLGC) /
PIPKOBYX Fpu6KiE Bignoeigae PEKOMeHAALIAM Bignosinae BEPX
Identity of Iron oxide res cor *once per year)
vellow™ / |nenmunicTs Eg?:;::; o gg::_:::: o **- ofiHa cepia Ha
OKCUAY 3ari3a MoBTOrO* pik
:;:g:it:‘tz*? '; EteaHr;':du\::ich Positive / Positive / “*{once per year) /
BOOKMCY THTaHy™ HNosnTueHo AoawnTtusko *-0aHa cepia Ha pik
Identity of Indigotin™*/ Positive / Not performed/ | ..(one per year)/
loeHTUYHICTL Mo3nTHEHO H **- Of\Ha cepis Ha
HANTOTIHY n e APOBCAKUNOCH pik
Ph. Eur. 5,1.4,
{non-aqueocus
preparations for
- TAMC < 10° CFU/g / <10 CFUIg / v
Microbiological TAMC < 10° KYO/Ir < 10" KYOir batch, at least one
quality™/ - TYMC < 10° CFu/g / <10 CFU/g / batchlyear
MikpoGionorivya TYMC < 102 KyO/r < 10" KYOIr €ep.dapm., 5.1.4
YUCTOTa - E.Coli absentin 1g / Absentin1g/ (HeBOOHI Npenapary
E.Coli sincyhicts/r BigcytHiie 11 ANA NepopanbHoro
. 3acTocysaHHs),
- kowHa 10-a
Cepis, LjoHaMeHL e
1 cepin Ha pik
Loss on drying Ph. Eur, 2.2.32,

(capsules filling)* =55%1/ 3.3%/ *- every 5" batch/
Brpara B maci ripu =56 % 33% €ap.dam. 2.2.32,
BUCYLLIYBAHH* '~ KOWHa 5-Ta cepis
Assay / KinkkicHe susHaueHts
Thiamine mononitrate / 57.0-69.0 mg/ 62.8 mg /
Tiaminy witpar 57.0 - 69.0 Mr 62.8 mr
Calcium pantothenate / | 60.0 - 20mg/ 65.9 mg /
KansLjito nanTorepar 60.0 - 72.0 mr 65.9 mr
4-Aminobenzolc acid /
iy - 19.0-23.0 mg/ 203 mg/
4-aMinoberisona 19.0 - 23.0 wr 20.3 mr

KUCnoTa

Acino Pharma AG

Birsweg 2, 4253 Liesberg (BL), Switzerland
Phone +41 61 775 80 60

WWw.acino.swiss




Certificate of Analysis / Ceptudikar Ananisy
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Name of the Product; / PANTOGAR®, capsules, Ne 90 (15x8) in blisters /
Hassa MNpogyxry: NAHTOTAP, kancynu Ne 90 (15x6) v GnicTepax
Date of Manufacturing: / Batch Number Finished Product: / 77806

aTa BupoSHuuTBa: 25.05.2024 Homep Cepii Notosoro MpoaykTy: 2407780
Expiry Date: / Batch size (in packs): /
Tepmin npuaarHocti: 30.04.2027 Poamip Cepil (8 ynakoskax): 15922
Material Number in SAP; / Batch Number Bulk: /
Howmep MaTepiany 8 SAP: 44551 Homep cepii “in bulk™ 24056181
Analysis Number: / Date of Analysis: /
Homep AHanisy: 482839 fata Ananisy: 09.07.2024
Tests [ Requirements / g::;:ii;_m Remarks /
MoKkasHWKK skoCTi Bumoru MKA ananisy MpuniTin
Cystine / 20.0-240mg!/ 226mg/
HueTuH 200-240wr 22.6 mr
Keratin via amino acids
(G | 1900/ 153!
amiHoKMCnoTI : ’ )
Yeast via amino acids /

. / 80.0 - 120.0 mg / 103.0 mg /

Apokkosi rpuGKA wepes | gn' ” or o' 103.0 mr

amMiHokncnoTv

Name and Position of Person,
who issued the Batch Release: /
Mpissnile Ta nocaga ocobu,

fAka Blaana Jo3Bin Ha BUNYCK cepii:

Release Date Batch: / flata Bunycky Cepii:

Date of signature: / [laTa nigaucy:

In the event of any discrepancies or doubt between En
language version shall prevail. / ¥ pasi Oyaw
YKPAIHCEKOK0 MOBAMU NEPEBAKHY CUMNY MaE Be

Acino Pharma AG

Birsweg 2, 4253 Liesberg (BL), Switzerand

Phone +41 61 775 80 00

WIWW.aciNG.swiss

Dr.Christine Rother,

Manager QA, Deputy FVPIQP/
floxTop KpicTiH Potep,
MeHepkep 3 AkocTi, 3acTynHuk Ynosrosaxenoi Ocoby 3
chapmakoHarnsgy/YnoesHosaxena Ocoba

19.08.2024
07.10.2024
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glish and Ukrainian language versions, the E{g!ish

-AKX PO3BDKHOCTER afo CYMHIBIB M BepCiaMU aHIMIlcLKoK Ta

PCis BHrNIACHKO MOBOHD,

Christian Rieger
Senior Manager QA
Deputy QP




