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Egis Pharmaceuticals PLC

A,
EGIS
<

legal address:
1106, Budapest, st. Keresturi, 30-38, Hungary

Phone: (36)-1-803-5554, Fax: (36)-1-803-5556
aciual address:
1165, Budapest, st. Bekenfeldi, 118-120, Hungary

3AT ®apmauesTuynmii 3ason EI'IC

lopuduwra adpeca;

1106, m. Bynanewrr, ayn. Kepectypi, 30-38, Yropuinsa
Teaedon: (36)-1-803-5554, Maxce: (36)-1-803-5556

gharmuyna adpeca:
1165, m. Byaanewr, syn. bexennthenai, 118-120, Yropuuna

CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI Ne 1866/2026/KHE

Name of product/
HalimeHyBanns npenapary:
Batch No.: / Cepis Ne:

Date of manufacture: /
Jara supo0HHUTRA:

Expiry date: /

Ipunarauii no:

Number of products in the Batch:/
Kinekicts npoaykuii y cepii:
Batch release date: /

JlaTa BHIIyCKY cepii:
Strength/Potency: /

Cuna nii/akTHBHICTD:

Hartil* - AM, capsules 5 mg/10 mg N 30 (10x3) 8 6ancTepax /
Xaprun® - AM, kancynu oo 5 mr/10 Mr Ne 30 (10x3) y Gaictepax

2616A0126
01.2026

07.2028

6120
boxes / ynakosok

11 05 2026

MA No.: / Ne PII: UA/13636/01/01
MA expiry date: / unlimited /
Tepmin aii PIT: 6eacTpokose

Manufacturing license No.: / ML Ne HU-M-EGIS

Ne niuensii Ha BHpoGHHUTRO:

1 capsule contains: 5 mg of ramipril and 10 mg of amlodipine (corresponding to
13.9 mg of amlodipine besylate) / 1 xancyna micTuTh: 5 Mr paminpuny Ta 10 Mr
amnomuniHy (o sianorizac 13,9 Mr amnoanniny Gecunaty)

{ AML - 01: nomimka amnogunivy D (EF)

UA/DS549 2.0

QUALITY INDICATORS / RESULTS / LIMITS /
NOKA3HHKH AKOCTI PE3VJIBTATH | HOPMH
At release / Within the expiration date /
[Tpu sunyexy Tpomazom mepminy npudamuoemi
Appearance of the capsule / complies / Unmarked self-closing Coni Snap type, size 0, hard gelatin capsule with
Onne kancym Bi/TOBigae opaque flesh (light pink) coloured body and opaque maroon coloured cap /
Teepai xenatiuosi kancyns Ty Coni Snap poamipom 0, Ge3 MapKyBaHHs,
CAMOIAKPHBAKYY], 3 HCMPO3OPHM TiMecHHM (CBITIO-pOMEBHM) KOpIycoM Ta
HENPO30POI0 KPHILIKOK TeMHO-00pA0BOTO KONBOPY
Appearance of the capsule content / complies / Mixture of granules and powder, free of mechanical impurities /
Onue BMICTY Kancyam BiAnoBinae Cymil rpasyn i nopolky, BUIEHA Bl MEXAHIMHITX BRIHOYEHE
Colour of the capsule content / complies / White or almost white color / Butoro afo majixce Ginoro konsopy
Konip smicry kancymm BifUMORI 1€
Odour of the capsule content / complies / Odourless or almost odourless / bes abo maiixe Ge3 sanaxy
3anax BMiCTY Kancynu Bignosigae
Identification of drug substances complies / The retention time (tg) of the main peaks on the chromatogram of the test
(HPLC) / Inenndiixauis airouoi pedosunu | sianosimac solution should correspond to the retention time of the main peaks on the
(BEPX) chromatogram of the standard solution / Yac ytpumanns (ir) ocHoBHNX niKiB
Ha Xpomarorpami BHIpoGOBYBAHOO POFUHHY MAC BUUIOBIAATH YaCY YTPHMAHHA
OCHOBHHX MiKiR HA XPOMATOTPaMi POIYHHY NOPIBHAHHS
Identification of drug substances (TLC) / | complies / The Ry value, color, and size of the main spot on the chromatogram of the test
Inenmudikaiis nirouoi pevormm (TUIX) | mianoeinac solution should correspond to the Rrvalue, color, and size of the main spot on
the chromatogram of the standard solution / 3nauenna Ry, konip Ta poauip
OCHOBHOT TUIAMH HA XPOMATOrpaMi BUNPoGOBYBAHOTO POIUMHY MAE BIANOBIAaTH
suadedtio Ry, konbopy Ta posmipy 0cHOBHOT Iimm Ha XpoMaTtorpaMi posuuHy
TIOPiBHAHHA
Assay (HPLC) / Kinskicuuii smicr
(BEPX)
- amlodipine besilate / capsule /
amnoauniny GecHnaTy/Kancymy:
% | 99,9% 95,0-105,0 % 90,0-105,0 %
mg / mr| 13,88 mg/ mr 13.90mg /mr+5% 13,90 mg/mr+ 5 %;-10%
(13,21 — 14,60 mg / mr) (12,51 - 14,60 mg / mr)
- ramipril / capsule / paMinpiury/kancyy:
% | 99,8 % 95,0-105,0 % 90,0 - 105,0 %
mg/ mr| 4,991 mg/ Mr 5,000 mg / mr=35 % 5,000 mg / mMr+ 5 %; -10 %
(4,750 — 5,250 mg / mr) (4,500 - 5,250 mg / mr)
Related substabees (HPLC) /
Cynposinni aomimkn (BEPX)
degradation product of amlodipine
besilate / npodykmu poznady amnoduniny
Becuramy;
- AML - 01: amlodipine impurity D (EP) | < 0,05 % not more than / ne Sinbwe wix 0,30 | not more than / ue Ginbwe wixk 1,00 %

%
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Egis Pharmaceuticals PLC 3AT WapmaucsTnannil sason EFIC

‘ legal address: opuduHa adpeca:
1106, Budapest, st. Keresturi, 30-38, Hungary 1106, M. Bynanewr, syn. Kepecrypi, 30-38, Yropwuua
‘ E G’S Phone: (36)-1-803-5554, Fax: (36)-1-803-5556 Teaedon: (36)-1-803-5554, @ace: (36)-1-803-5556
actual address: thaxmuyra adpeca:
' 1165, Budapest, st. Bekenfeldi, 118-120, Hungary 1165, m. Bynanewr, syn. Bexenndenai, 118-120, Yropuuna

CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCTI Ne 1866/2026/KHE

Name of product/ Hartil® - AM, capsules 5 mg/10 mg Ne 30 (10x3) 8 Gaucrepax /
HakHmenyBania npenapary: Xaprin® - AM, kancyau no 5 mr/10 mMr Ne 30 (10x3) y Grictepax
Batch No.: / Cepia Ne: 2616A0126
QUALITY INDICATORS / RESULTS / LIMITS /
TOKA3HHWKH AKOCTI PE3YJILTATH | HOPMH
At release / Within the expiration date /

[pu sunyery lTpomszom mepminy npudamuocmi
degradation products of ramipril /
npodykmu poInady pasinpuy:
- RAM - 04: ramipril impurity D (EP)/ | 0,10% not more than / ue Oinbwe Hix 0,50 % | not more than / we Ginsioe nixk 2,50
RAM — 04: nomiuka paminpuny D (EF) %
- RAM - 05: ramipril impurity E (EP)/ | <0,05% not more than / ne Ginsute Hix 0,20 % | not more than / ne Ginsiue Hix 0,50
RAM —03: nomimka paminpiny E (EF) %
identified impurities of ramipril /
idenmudpikosani domiuwsxu paminpuay:
- RAM - 01; ramipril impurity A (EP)/ | <0,05% not more than / se Ginswe wix 0,50 % | not more than / ue Ginkwe wix 0,50
RAM - 01: gomimxka paminpray A (EP) %
- RAM - 02: ramipril impurity B (EP)/ | <0,05% not more than / ne Ginewe wix 0,50 % | not more than / ke Ginnne wix 0,50
RAM - 02: nomimka paminpuny B (EP) %
- RAM - 03: ramipril impurity C (EP)/ | 0,06 % not more than / ue Ginewe wix 0,50 % | not more than / ke Ginele Hix 0,50
RAM - 03: gomimka paminpuny C (EF) %
- any unidentified impurity / <0,1 % not more than / we Ginbure nixk 0,2 %, | not more than / ve Ginswe nix 0,2 %,
Gyne-sxa HeinenTHikoBana qomiwka each / koama each / kouma
- sum of impurities / cyma goMimok 0,16 % not more than / ve Ginble nix 1,00 % | not more than / pe Hinsme wixk 4,50

%
Dissolution (HPLC) /
Po3zuunenns (BEPX)
- amlodipine besilate / 84 - 89%
amnoanniiy Gecunar Xs=87% not less than / we menme aix 75 % (Q) / | not less than / ne mewwe ik 75 %
- ramipril / paminpun 98- 101% 15 min / xB (Q) /30 min / x8
Xs= 100%

Average mass of capsule content /
CepeaHs maca BMICTY KANCYIH

294,6 mg / mr 295,0 mg / mr #+ 10% (265,5 — 324,5 mg / mr)

Uniformity of mass of capsule content / | complies / not less than / ne menute win 18/20: average mass / cepesina maca =10 %
OanopiHICTs MACH BMICTY Kancy i Bianosinae not more than / ne Ginbwe mix 2/20: average mass / cepeaua maca =20 %
Disintegration / Posnaganus 4 min / x8 not more than / ne Ginswe Hix 15 min / xp
Water content (by K. Fisher method) / 4,9 % not more than / He Binbine Hik 7,5 %
Buict Boau (3a metogom K. Dimepa)
Uniformity of dosage units (HPLC)
(content uniformity) / Omiopimiicts
M030BaHKX oanuHuE (BEPX)
(omHopianicTs BmicTy)
- amlodipine besilate / _ 5 g

A AVie=3,7 AV (n=10) = 15,0 if not then / axano ui, T0
e AV (n=30)< 15,0 and for / i ux
- ramipril / paminpun AVie=6,0 30/30: 0,75%M — 1,25xM
Microbiological quality /
MikpoGionoriuna uncroTa
- Total aerobic microbial count (TAMC) | <100 not mare than / e Ginswe Hix 10° CFU/g/ KYQir
/ 3aransne uncno aepoGHUX CFU/g ! KYOrr
mikpoopratisuis (TAMC):
- Total combined yeasts/moulds count <10 not more than / e Ginbwe nix 10° CFU/g / KYO'r
(TYMC) / aramsne sncno gpixaxosux i | CFU/g f KYOir
nnicenesux rpubie (TYMC):
- Escherichia coli: complies / absence / pifeyTHicTr (1 g/ 1)

BLLNOBIIAE

Package size and type: / complies / 10 capsules in a blister; 3 blisters in a cardboard box with Ukrainian
Poasip i THD ynakoRku: Bianosigac labeling / Tlo 10 kancyn y Gaictepi: no 3 GricTepH ¥ kapToHHii ynakosui 3

MAPKYBaHHAM YKPATHCHKOIO MOBOH),

AV — acceprance value / npuiiwatsne wieno
M — reference value / onopue snaveuns

UA/0549_2.0
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Egis Pharmaceuticals PLC 3AT ®apmanesTnannii 3asoa ET'IC

A legal address: WopuoNYHE adpeca:
1106, Budapest, st. Keresturi, 30-38, Hungary 1106, m. Bynanewr, sya. Kepectypi, 30-38, Yropmsna
‘ E G ’5 Phone: (36)-1-803-5554, Fax: (36)-1-803-5556 Teaedon: (36)-1-803-5554, Daxe: (36)-1-803-5556
actual address: ghaxmunna adpeca;
' 1165, Budapest, st. Bekenfeldi, 1 18-120, Hungary 1165, m. Bynancuw, syn. Gexensdenai, 118-120, Yropuyma
CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI Ne 1866/2026/KHE
Name of product/ Hartil® - AM, capsules 5 mg/10 mg N 30 (10x3) 8 6amcrepax /
Haltmenynans npenapary: Xaprun® - AM, kancynn no 5 mr/10 Mr Ne 30 (10x3) y Gnicrepax
Batch No.: / Cepia Ne: 2616A0126

I 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 recognized site in full compliance with the GMP requirements of the local
Regulatory Authority and with specifications in the Registration Dossier of the manufacturer country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP / Lum s 3acsi/rayo, 1wo HaBeacHa Brine iHGOPMaILiA € A0cTOBIpHOIO Ta
TowHo, 1o cepio mpoyiatii Gy1o upobieHo (BrmodasH NaKyBAHHA/MAPKYBAHIA) T2 MPOBENSHO KOHTPOIE 1T AKOCT] HA BHLIE3IAsHAYEHIH inbHmuLi
y moBHiil Bianosigxoeti 3 Bumoramyu HBIL, neTanosneniMy MicLeBHM PErysTOpHHM OPraHoM, a TAKOK BiANoBiAno 10 cneundixanii, wo Mictarses
B peecTpaltifiHoMy nocke kpainu-Bupobuuka. [TpoTokony BHPOGHHLUTES, NAKYBAHHEA Ta AHANI3iE G0 NEPErNAHYTO Ta BCTAHOBIEHO BLANOBLIHICTE
HBIT

Dr. Adém Jénoska
Date of sigaature/ 14 pe 2026

Hata nianucanus

Budapest / Byanewr

Egis Phsrmsceutica?s PLC g,
Budapest - Hungary KeGis
il
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Egis Pharmaceuticals PLC

A,
EGIS
<

legal address:
1106, Budapest, st. Keresturi, 30-38, Hungary

Phone: (36)-1-803-5554, Fax: (36)-1-803-5556
aciual address:
1165, Budapest, st. Bekenfeldi, 118-120, Hungary

3AT ®apmauesTuynmii 3ason EI'IC

lopuduwra adpeca;

1106, m. Bynanewrr, ayn. Kepectypi, 30-38, Yropuinsa
Teaedon: (36)-1-803-5554, Maxce: (36)-1-803-5556

gharmuyna adpeca:
1165, m. Byaanewr, syn. bexennthenai, 118-120, Yropuuna

CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI Ne 1866/2026/KHE

Name of product/
HalimeHyBanns npenapary:
Batch No.: / Cepis Ne:

Date of manufacture: /
Jara supo0HHUTRA:

Expiry date: /

Ipunarauii no:

Number of products in the Batch:/
Kinekicts npoaykuii y cepii:
Batch release date: /

JlaTa BHIIyCKY cepii:
Strength/Potency: /

Cuna nii/akTHBHICTD:

Hartil* - AM, capsules 5 mg/10 mg N 30 (10x3) 8 6ancTepax /
Xaprun® - AM, kancynu oo 5 mr/10 Mr Ne 30 (10x3) y Gaictepax

2616A0126
01.2026

07.2028

6120
boxes / ynakosok

11 05 2026

MA No.: / Ne PII: UA/13636/01/01
MA expiry date: / unlimited /
Tepmin aii PIT: 6eacTpokose

Manufacturing license No.: / ML Ne HU-M-EGIS

Ne niuensii Ha BHpoGHHUTRO:

1 capsule contains: 5 mg of ramipril and 10 mg of amlodipine (corresponding to
13.9 mg of amlodipine besylate) / 1 xancyna micTuTh: 5 Mr paminpuny Ta 10 Mr
amnomuniHy (o sianorizac 13,9 Mr amnoanniny Gecunaty)

{ AML - 01: nomimka amnogunivy D (EF)

UA/DS549 2.0

QUALITY INDICATORS / RESULTS / LIMITS /
NOKA3HHKH AKOCTI PE3VJIBTATH | HOPMH
At release / Within the expiration date /
[Tpu sunyexy Tpomazom mepminy npudamuoemi
Appearance of the capsule / complies / Unmarked self-closing Coni Snap type, size 0, hard gelatin capsule with
Onne kancym Bi/TOBigae opaque flesh (light pink) coloured body and opaque maroon coloured cap /
Teepai xenatiuosi kancyns Ty Coni Snap poamipom 0, Ge3 MapKyBaHHs,
CAMOIAKPHBAKYY], 3 HCMPO3OPHM TiMecHHM (CBITIO-pOMEBHM) KOpIycoM Ta
HENPO30POI0 KPHILIKOK TeMHO-00pA0BOTO KONBOPY
Appearance of the capsule content / complies / Mixture of granules and powder, free of mechanical impurities /
Onue BMICTY Kancyam BiAnoBinae Cymil rpasyn i nopolky, BUIEHA Bl MEXAHIMHITX BRIHOYEHE
Colour of the capsule content / complies / White or almost white color / Butoro afo majixce Ginoro konsopy
Konip smicry kancymm BifUMORI 1€
Odour of the capsule content / complies / Odourless or almost odourless / bes abo maiixe Ge3 sanaxy
3anax BMiCTY Kancynu Bignosigae
Identification of drug substances complies / The retention time (tg) of the main peaks on the chromatogram of the test
(HPLC) / Inenndiixauis airouoi pedosunu | sianosimac solution should correspond to the retention time of the main peaks on the
(BEPX) chromatogram of the standard solution / Yac ytpumanns (ir) ocHoBHNX niKiB
Ha Xpomarorpami BHIpoGOBYBAHOO POFUHHY MAC BUUIOBIAATH YaCY YTPHMAHHA
OCHOBHHX MiKiR HA XPOMATOTPaMi POIYHHY NOPIBHAHHS
Identification of drug substances (TLC) / | complies / The Ry value, color, and size of the main spot on the chromatogram of the test
Inenmudikaiis nirouoi pevormm (TUIX) | mianoeinac solution should correspond to the Rrvalue, color, and size of the main spot on
the chromatogram of the standard solution / 3nauenna Ry, konip Ta poauip
OCHOBHOT TUIAMH HA XPOMATOrpaMi BUNPoGOBYBAHOTO POIUMHY MAE BIANOBIAaTH
suadedtio Ry, konbopy Ta posmipy 0cHOBHOT Iimm Ha XpoMaTtorpaMi posuuHy
TIOPiBHAHHA
Assay (HPLC) / Kinskicuuii smicr
(BEPX)
- amlodipine besilate / capsule /
amnoauniny GecHnaTy/Kancymy:
% | 99,9% 95,0-105,0 % 90,0-105,0 %
mg / mr| 13,88 mg/ mr 13.90mg /mr+5% 13,90 mg/mr+ 5 %;-10%
(13,21 — 14,60 mg / mr) (12,51 - 14,60 mg / mr)
- ramipril / capsule / paMinpiury/kancyy:
% | 99,8 % 95,0-105,0 % 90,0 - 105,0 %
mg/ mr| 4,991 mg/ Mr 5,000 mg / mr=35 % 5,000 mg / mMr+ 5 %; -10 %
(4,750 — 5,250 mg / mr) (4,500 - 5,250 mg / mr)
Related substabees (HPLC) /
Cynposinni aomimkn (BEPX)
degradation product of amlodipine
besilate / npodykmu poznady amnoduniny
Becuramy;
- AML - 01: amlodipine impurity D (EP) | < 0,05 % not more than / ne Sinbwe wix 0,30 | not more than / ue Ginbwe wixk 1,00 %

%
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Egis Pharmaceuticals PLC 3AT WapmaucsTnannil sason EFIC

‘ legal address: opuduHa adpeca:
1106, Budapest, st. Keresturi, 30-38, Hungary 1106, M. Bynanewr, syn. Kepecrypi, 30-38, Yropwuua
‘ E G’S Phone: (36)-1-803-5554, Fax: (36)-1-803-5556 Teaedon: (36)-1-803-5554, @ace: (36)-1-803-5556
actual address: thaxmuyra adpeca:
' 1165, Budapest, st. Bekenfeldi, 118-120, Hungary 1165, m. Bynanewr, syn. Bexenndenai, 118-120, Yropuuna

CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCTI Ne 1866/2026/KHE

Name of product/ Hartil® - AM, capsules 5 mg/10 mg Ne 30 (10x3) 8 Gaucrepax /
HakHmenyBania npenapary: Xaprin® - AM, kancyau no 5 mr/10 mMr Ne 30 (10x3) y Grictepax
Batch No.: / Cepia Ne: 2616A0126
QUALITY INDICATORS / RESULTS / LIMITS /
TOKA3HHWKH AKOCTI PE3YJILTATH | HOPMH
At release / Within the expiration date /

[pu sunyery lTpomszom mepminy npudamuocmi
degradation products of ramipril /
npodykmu poInady pasinpuy:
- RAM - 04: ramipril impurity D (EP)/ | 0,10% not more than / ue Oinbwe Hix 0,50 % | not more than / we Ginsioe nixk 2,50
RAM — 04: nomiuka paminpuny D (EF) %
- RAM - 05: ramipril impurity E (EP)/ | <0,05% not more than / ne Ginsute Hix 0,20 % | not more than / ne Ginsiue Hix 0,50
RAM —03: nomimka paminpiny E (EF) %
identified impurities of ramipril /
idenmudpikosani domiuwsxu paminpuay:
- RAM - 01; ramipril impurity A (EP)/ | <0,05% not more than / se Ginswe wix 0,50 % | not more than / ue Ginkwe wix 0,50
RAM - 01: gomimxka paminpray A (EP) %
- RAM - 02: ramipril impurity B (EP)/ | <0,05% not more than / ne Ginewe wix 0,50 % | not more than / ke Ginnne wix 0,50
RAM - 02: nomimka paminpuny B (EP) %
- RAM - 03: ramipril impurity C (EP)/ | 0,06 % not more than / ue Ginewe wix 0,50 % | not more than / ke Ginele Hix 0,50
RAM - 03: gomimka paminpuny C (EF) %
- any unidentified impurity / <0,1 % not more than / we Ginbure nixk 0,2 %, | not more than / ve Ginswe nix 0,2 %,
Gyne-sxa HeinenTHikoBana qomiwka each / koama each / kouma
- sum of impurities / cyma goMimok 0,16 % not more than / ve Ginble nix 1,00 % | not more than / pe Hinsme wixk 4,50

%
Dissolution (HPLC) /
Po3zuunenns (BEPX)
- amlodipine besilate / 84 - 89%
amnoanniiy Gecunar Xs=87% not less than / we menme aix 75 % (Q) / | not less than / ne mewwe ik 75 %
- ramipril / paminpun 98- 101% 15 min / xB (Q) /30 min / x8
Xs= 100%

Average mass of capsule content /
CepeaHs maca BMICTY KANCYIH

294,6 mg / mr 295,0 mg / mr #+ 10% (265,5 — 324,5 mg / mr)

Uniformity of mass of capsule content / | complies / not less than / ne menute win 18/20: average mass / cepesina maca =10 %
OanopiHICTs MACH BMICTY Kancy i Bianosinae not more than / ne Ginbwe mix 2/20: average mass / cepeaua maca =20 %
Disintegration / Posnaganus 4 min / x8 not more than / ne Ginswe Hix 15 min / xp
Water content (by K. Fisher method) / 4,9 % not more than / He Binbine Hik 7,5 %
Buict Boau (3a metogom K. Dimepa)
Uniformity of dosage units (HPLC)
(content uniformity) / Omiopimiicts
M030BaHKX oanuHuE (BEPX)
(omHopianicTs BmicTy)
- amlodipine besilate / _ 5 g

A AVie=3,7 AV (n=10) = 15,0 if not then / axano ui, T0
e AV (n=30)< 15,0 and for / i ux
- ramipril / paminpun AVie=6,0 30/30: 0,75%M — 1,25xM
Microbiological quality /
MikpoGionoriuna uncroTa
- Total aerobic microbial count (TAMC) | <100 not mare than / e Ginswe Hix 10° CFU/g/ KYQir
/ 3aransne uncno aepoGHUX CFU/g ! KYOrr
mikpoopratisuis (TAMC):
- Total combined yeasts/moulds count <10 not more than / e Ginbwe nix 10° CFU/g / KYO'r
(TYMC) / aramsne sncno gpixaxosux i | CFU/g f KYOir
nnicenesux rpubie (TYMC):
- Escherichia coli: complies / absence / pifeyTHicTr (1 g/ 1)

BLLNOBIIAE

Package size and type: / complies / 10 capsules in a blister; 3 blisters in a cardboard box with Ukrainian
Poasip i THD ynakoRku: Bianosigac labeling / Tlo 10 kancyn y Gaictepi: no 3 GricTepH ¥ kapToHHii ynakosui 3

MAPKYBaHHAM YKPATHCHKOIO MOBOH),

AV — acceprance value / npuiiwatsne wieno
M — reference value / onopue snaveuns
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Egis Pharmaceuticals PLC 3AT ®apmanesTnannii 3asoa ET'IC

A legal address: WopuoNYHE adpeca:
1106, Budapest, st. Keresturi, 30-38, Hungary 1106, m. Bynanewr, sya. Kepectypi, 30-38, Yropmsna
‘ E G ’5 Phone: (36)-1-803-5554, Fax: (36)-1-803-5556 Teaedon: (36)-1-803-5554, Daxe: (36)-1-803-5556
actual address: ghaxmunna adpeca;
' 1165, Budapest, st. Bekenfeldi, 1 18-120, Hungary 1165, m. Bynancuw, syn. Gexensdenai, 118-120, Yropuyma
CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI Ne 1866/2026/KHE
Name of product/ Hartil® - AM, capsules 5 mg/10 mg N 30 (10x3) 8 6amcrepax /
Haltmenynans npenapary: Xaprun® - AM, kancynn no 5 mr/10 Mr Ne 30 (10x3) y Gnicrepax
Batch No.: / Cepia Ne: 2616A0126

I 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 recognized site in full compliance with the GMP requirements of the local
Regulatory Authority and with specifications in the Registration Dossier of the manufacturer country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP / Lum s 3acsi/rayo, 1wo HaBeacHa Brine iHGOPMaILiA € A0cTOBIpHOIO Ta
TowHo, 1o cepio mpoyiatii Gy1o upobieHo (BrmodasH NaKyBAHHA/MAPKYBAHIA) T2 MPOBENSHO KOHTPOIE 1T AKOCT] HA BHLIE3IAsHAYEHIH inbHmuLi
y moBHiil Bianosigxoeti 3 Bumoramyu HBIL, neTanosneniMy MicLeBHM PErysTOpHHM OPraHoM, a TAKOK BiANoBiAno 10 cneundixanii, wo Mictarses
B peecTpaltifiHoMy nocke kpainu-Bupobuuka. [TpoTokony BHPOGHHLUTES, NAKYBAHHEA Ta AHANI3iE G0 NEPErNAHYTO Ta BCTAHOBIEHO BLANOBLIHICTE
HBIT

Dr. Adém Jénoska
Date of sigaature/ 14 pe 2026

Hata nianucanus

Budapest / Byanewr

Egis Phsrmsceutica?s PLC g,
Budapest - Hungary KeGis
il
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Egis Fhiorzaceutizals PLL EAT ®aprraerranmnd anes, EC

m il e N R O
=y , 1116, Eudapssy, 51, Kerasten, J0Y, gy 106, w. Dyaanawr, sy lpmaapi, W08 Yiopnmea
&& * F!El Fluae: [30%-1-R03-5574, Fuu: (363 1 BI55550 QR TY ST HER I B ter B W P H SR LA R R B
Tl sonn! adahenss Lo e O i
w “AE, Tebipeal, . Bben S, 113-120 Hungasy J184, w. Bvmnen, ave Besenndenai, D1E-120, Mook

CERTIFICATICOF QUALETY ¢ CEPTHOIEAT SKOCTT M 3 542026 KHE
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