CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg

Hpoayxr: Teronpexc® (Teronpasas) TaGJIeTKH, IOKPBITEIE IIEHOYHOH 0607109K0H, 50 Mr

Market / PoiHOK Russia / Poccus

Batch No/ Batch Quantity / 900,000 tab /
Cepus Ne ASE25LS Pa3mep cepun 900,000 TabJ1.
Analytical Report No. / 040000100020 Date of Manufacture / 10/11/2025
AHaUTHYECKHI oT4eT Ne JlaTa npou3BOACTBA

Mfg. License No. / Date of Expiry /

IMpousBoacTBeHHAs 1452 T'onen no 31/10/2028

JuneH3us Ne

MA number: / Homep PY : JIII-Ne(011801)-(PI'-RU)

Analysis performed according ND / Auasius nposenes no HJI: JITT-Ne(011801)-(PT-RU)-230925

Artworks approved: / MakeTbl yTBepkaeHbl: 26.11.2025

Page1of 5/Ctp.1m35

Ne Test / [Toka3aTennb Result / Pe3yabTaThl Specification / Hopma
1 Appearance / Oblong film-coated light pink | Oblong film-coated light pink
Onucanue tablets, with a score line on one | tablets, with a score line on one
side and “K” and “50” | side and “K” and “50”
engraved each on different | engraved each on different
sides of it, and a score line on | sides of it, and a score line on
the other side. the other side.
Crosscut description: white | Crosscut description: white to
core. / Tabnerku | off-white core. /
MPOJOJITrOBaTOM ¢dopwmbl, | Tabnerku NIPOAONTOBAaTON
HIOKPBITHIE IUIEHOYHOM | (OpPMBI, NOKPHITHIE IUIEHOYHOM
060J109K0if  CBETIIO-PO30BOr0 | 00OJIOUKOH CBETIIO-PO30BOTO
1[BETa, Ha OJHOW CTOPOHE C | I[BETa, Ha OJHOM CTOpPOHE C
pHcKoii 1 rpaBupoBkoit «K» u | puCKo¥ U rpaBupoBKO# «K»
«50» mo pasHbie CTOPOHBI OT | «50» 1O pasHbie CTOPOHBI OT
Hee, W C DHCKOM Ha [Opyroil | Hee, U C PHCKOH Ha Opyroi
CTOpOHE. CTOPOHE.
Ha nonepegnom paspese sapo | Ha momepeynom paspese siapo
6emnoro LBeTa. ot Gemoro mo moyTtH 0enoro
L[BETA.
2 Identification / UnenTHHKaNHs
2a HPLC /B3XX The retention time of the major | The retention time of the major
peak in the chromatogram of | peak in the chromatogram of
the sample solution | the sample solution should
corresponds to the retention | correspond to the retention
time of the major peak in the | time of the major peak in the
tegoprazan standard solution | tegoprazan standard solution
chromatogram. /  Bpewms | chromatogram (section
yIep)KMBaHWsI OCHOBHOTO IKa | “Assay”). / Bpemsa
Ha XpoMaTorpaMMe | YAep)KHBaHHA OCHOBHOTI'O ITHKa
HCIBITYEMOTO pacTBOpa | Ha XpoMaTorpamMme
COOTBETCTBYET BPEMEHH | HCIBITYEMOIo pacTBOpa
yIEP)KUBaHKA OCHOBHOI'O MKKA | JIOJDKHO COOTBETCTBOBATh
Ha XpoMaTorpaMMe | BPEMEHM YAEPKUBaHUA
CTaHIAPTHOTO pacTBOpa | OCHOBHOTO MKa Ha
TerornpasaHa. XpoMaTorpamMme
CTaHIAPTHOTO pacTBOpa
Teromnpasasa (paszen
«KonugecTBeHHOE
OTpEJETIEHHEY).
2b HPLC/DAD / UV absorption spectra of the | UV absorption spectra of the
BIXXX/TMI major peak in the | major peak in the
chromatogram of the sample | chromatogram of the sample
solution and  tegoprazan | solution and  tegoprazan
standard solution have | standard solution should have
absorption maxima at 217 nm | absorption maxima at




CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg

MNpoaykr: Teronpexc® (Teronpasan) TabJeTKH, MOKPHITHIE TNIEHOYHOH 0007104KOH, 50 MT

Market / PoiHOK Russia / Poccus

Batch No / Batch Quantity / 900,000 tab /
Cepus Ne ASE23C5 Pa3mep cepuu 900,000 Tabm.
Analytical Report No. / 040000100020 Date of Manufacture / 10/11/2025
AHanuTHYecKHi oTYeT Ne JlaTa npoH3BOACTBA

Mfg. License No. / Date of Expiry /

Ilpon3BoacTBeHHAas 1452 T'onen no 31/10/2028
JiHLeH3us1 Ne

MA number: / Homep PV : JIII-Ne(011801)-(PI"-RU)

Analysis performed according ND / Anasnns nposenes no HJI: JITI-Ne(011801)-(PT'-RU)-230925

Artworks approved: / MakeTbl yrBep:kaeHbl: 26.11.2025
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Ne Test / [Toka3aTenn Result / PesynbTaThl Specification / Hopma
and 262nm. / Y®-cmektpsl | 219+2nm and  262+2 nm
MOTJIOIIEHHs OCHOBHOTO muKa | (section “Assay”). / VO-
Ha XpOMaTorpamme | CHEKTPEI MOTJIONIEHUS
UCIBLITYEMOTO ~ pacTBOpa M | OCHOBHOIO UKa Ha
CTaHIApPTHOTO pacTBopa | XpoMaTorpaMMe HCIBITYEMOro
Teromnpasasa KMMEIOT | pacTBopa ¥  CTaHHApTHOTO
MakCHMYyMbI TIOTJIOIEHHS TIPH | pacTBOpa TeromnpasaHa
217 5M 1 262 HM. OJDKHBl MMETH MaKCHMYMBI
noryoueHyus npu 219+2 uM u
262+2 uM (paspen
«KonuuecTBeHHOE
OIPEAETICHUEY).
3 Dissolution / 86 % /86 % Not less than 80 % (Q) of
PacTrBOopeHue labeled amount of tegoprazan
is dissolved in 30 minutes. / He
MeHee 80 % Q) oT
HOMHHAIBHOTO  COAEPKaHUs
Terompasasa  pacTBOPSETCH
gepe3 30 MUH.
4 Uniformity of dosage Acceptance value (AV) should
units / OxHOPOJHOCTH be less than or equal to
JA03HPOBaHHBIX 25%/2.5% 15.0 %./ Toka3aTens
eAHHULL npuemiieMocTd (AV) JIOJDKEH
ObITh MEHbIIE MIM paBeH
15,0 %.
5 Related substances / IIpumecn
Any unspecified Below LOQ (LOQ = 0.025 %)
degra({atlon product / / Hwxke npenena Tess than 0,15 %z /
JIxo6oit KOJIMYECTBEHHOTO Menee 0.15 %:
Hecneluduuuposannbiii | onpenenenus (IIKO = ’ ’
MPOXYKT Aerpafaluu 0.025 %)
Below LOQ (LOQ = 0.025 %)
Total degradation / Hiwxe npepena Not more than 1.0 %. /
products/ Cymma KOJIMYECTBEHHOT'O
_ He 6osee 1,0 %.
HpomyKTOB Aerpagauuy | onpenenenus (ITKO =
0.025 %)
6 Microbial limit test / Mukpo6HoJ0rn4ecKas 4YucToTa
a) Total Aerobic Less than 10° CFU/g. / Not more than 103 CFU/g. /
Microbial Count / Mesnee 10° KOE/r. He 6onee 10° KOE/T.
O6miee yucio
a’pOOHBIX
MHKPOOPTaHH3MOB




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg
Hpoaykr: Teronpexc® (TeronpasaH) TabNeTKH, MOKPHITHIE IIEHOYHOM 000J09K0MH, 50 MI

Market / PbiHOK Russia / Poccus

Batch No / Batch Quantity / 900,000 tab /
Cepusi Ne ASE2SCS Pa3mep cepuu 900,000 Tab.
Analytical Report No. / 040000100020 Date of Manufacture / 10/11/2025
AHaJHTHYECKHI 0TUeT Ne JlaTa mpoH3BOACTBA

Mfg. License No. / Date of Expiry /

IMpousBoacTBeHHAs 1452 Tonen no 31/10/2028
JuneHsus Ne

MA number: / Homep PY : JIII-Ne(011801)-(PI"-RU)

Analysis performed according ND / Ananns nposeaes nmo HJI: JITI-Ne(011801)-(PT-RU)-230925
Artworks approved: / MakeTb! yTBepiaeHbl: 26.11.2025
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Ne Test / [loxa3aTenb Result / Pe3yabTaTbl Specification / Hopma
b) Total Combined Less than 102 CFU/g. / Not more than 102 CFU/g. /
Yeast and Moulds Megee 102 KOE/T. He 6onee 102 KOE/T.

Count / Obmmee 9ucI0
JPOXOKEBBIX H
IUIECHEBBIX IPHOOB

c) Escherichia Coli

Absentin1g./
OtcyrcTByeTB 1 T

Shall be absentin 1 g. /
OtcytcTBHE B 1 T.

7 Assay /
KonnyecTBEeHHOE
onpeaeieHHe

99.2%/99.2 %
(49.6 mg / 49.6 mr)

950% to 1050% of
tegoprazan labeled amount in a
tablet.

47.5mg to 525mg of
tegoprazan in a tablet). / Ot
950% mo 1050% or
HOMHHAJIBHOTO  COJEPXaHMA
Terompasasa B TabIETKe.

(Or 47,5Mr pmo 52,5Mmr
Teromnpasasa B TabJeTKe).

8 Package description /
OnucaHue ynaKoBKH

10 tablets in a blister from
(OPA/AV/PVC) film /
aluminum foil. 3 blisters with a
package insert in a carton with
control of the first opening
(perforation). / ITo 10 TaGneTok
B 6nucrepe u3 OITA/An/TIBX

IUIEHKM // ~ aIfOMUHHEBOM
¢omsru.  Ilo 3 Gmucrepa
BMECTE (v JIICTKOM-

BKJIAIbIIIEM  YIIAKOBaHbl B

10 tablets in a blister from
(OPA/AVPVC) film /1l
aluminum foil. 1 or 3 blisters
with a package insert in a
carton with control of the first
opening (perforation). / Ilo
10 TabneTox B Oymcrepe u3
OITA/An/TIBX  mnenku //
amomuHueBoi ¢omsry. Ilo 1
win 3 onmuctepa BMECTE C
JIMCTKOM-BKJIaIbIIIEM

TagyKy KapTOHHYO ¢ | ymakoBaHbI B navKy

KOHTPOJIEM MEPBOTO BCKPHITHS | KAPTOHHYIO € KOHTPOJIEM

(nepdoparws). TIEPBOTO BCKDBITUS
(nepdopaiys).

API name (INN) / HaumenoBanne A®C (MHH):

Tegoprazan / TeronpasaH

API Manufacturer batch number /
Homep cepun npouspoautens ADC:

TGP25E3

FP Manufacturer API batch number /

Homep cepuu CyGCTaAHIHMH NPOU3BOAUTEIS

IJ®:

6000045006

API Manufactured by & country /
Ipoussoautear A®C, crpana:

HK inno.N, Daeso plant, Republic of Korea /
DirgKeit uaro.H, 3aBon Taco, Pecy6iuka Kopes




CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg
Hpoaykr: Teronpekc® (Teromnpasan) TabIeTKH, MOKPHITHIE TUIEHOIHOM 060J109KOM, 50 MT

Market / PoiHoK : Russia/Poccus

Batch No / . Batch Quantity / . 900,000 tab /
Cepust Ne i SARER0S Pa3zmep cepuu * 900,000 Tabu.
Analytical Report No. / . 040000100020 Date of Manufacture / . 10/11/2025
AHanuTHYecKuil oTyeT Ne JlaTa npon3BoacTBa

Mfg. License No. / Date of Expiry /

IIponsBoacTBeHHAS : 1452 T'onen no ¢ 31/10/2028
JIMLEeH3Hs Ne

MA number: / Homep PY : JIII-Ne(011801)-(PT-RU)

Analysis performed according ND / Auanus nposeaen no HJI: JITT-Ne(011801)-(PT'-RU)-230925
Artworks approved: / MakeTs! yTBepsk/IeHbl: 26.11.2025
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HK inno.N Corporation, 239, Osongsaengmyeong
Name, address, authorization No. for FP 2-ro, Osong-eup, Heungdeok-gu, Cheongju-si,
manufacturing site / Control site / Release site/ Chungcheongbuk-do, Republic of Korea (license No.
HaumeHoBaHue, ajpec, JHUEH3HS N1 1452) /
IpoussoacTBeHHast miowaaka / Ilnomaaka DituKei unno.H Kopmopeiims, 239, Ocon-CaeHMén
KOHTPOJIs KayecTBa / [lnomanka Beimycka 2-po, Ocon-bi11, XEHN0K-Ky, JoHdy-cH, UyHIOHOYK-10,
Pecmy6iuka Kopest (unensus Ne 1452)




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg
Ipoaykt: Teronpekc® (Teronpasan) TabaeTKH, OKPHITHIE IUIEHOYHO} 000J104KOMH, 50 MT

Market / PoiHOK :  Russia/ Poccus

Batch No / . Batch Quantity / . 900,000 tab /
Cepus Ne i Pa3mep cepum * 900,000 Tabn.
Analytical Report No. / . 040000100020 Date of Manufacture / . 10/11/2025
AHaJMTHYeCKHil oTyeT Ne JlaTa npou3BOACTBA

Mfg. License No. / Date of Expiry /

IMpousBoacTBEHHAs : 1452 T'onen no ¢ 31/10/2028
JuueHsus Ne

MA number: / Homep PY : JIII-Ne(011801)-(PT"-RU)
Analysis performed according ND / Ananius nposeaeH no HJI: JITI-Ne(011801)-(PI'-RU)-230925
Artworks approved: / MakeTsb! yTBepxaeHbl: 26.11.2025

Page Sof 5/Ctp.5u35

Declaration of certification: “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
Eurasian Economic Union (No. GMP/EAEU/RU/01514-2024 dated August 30, 2024) and
requirements to the medicinal quality and with the specifications in the Marketing Authorization
dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established”.

3aK/l09eHHe 0 cooTBeTcTBHHM: «HacrosmuMm s TOATBEPXKHAl0, YTO NPHBEACHHAsS BBHIIIC
MH(POPMANKS ABISETCS JOCTOBEPHON M TOYHON. JTa CepHs MPOMYKIMHU NPOU3BEACHA (BKITFOUAs
yIakoBKy (MapKMpOBKYy) ¥ KOHTPOIb KadecTBa) Ha BBIIICYKa3aHHOH IPOU3BOICTBEHHOM
wiomaake (IUIOMAAKaX) B TOJIHOM COOTBETCTBMH C TpeGosanusMu IIpaBun HaJUIeXaIen
[IPOU3BOJICTBEHHOM IPaKTAKA EBpaswuiickoro 9KOHOMHYECKOTO coro3a
(Ne GMP/EAEU/RU/01514-2024 ot 30 aBrycra 2024 rona) u TpeOOBaHUAMHU KOHTPOJI Ka4yeCTBa
JIEKAPCTBEHHBIX CPEJCTB, @ TAKXKE B COOTBETCTBHM CO CIICLM(UKAIMIMHU, CONEPXKAIMMUCS B
PETHCTPAlliOHHOM JI0ChE CTPaHBI-MMIOpTepa. 3allMCH IO IPOM3BOJICTBY, YIIAKOBKE M aHATHU3Y
pOBEpEHbl, W YCTAHOBNEHO HX COOTBeTcTBHME TpeGoBammsm IIpasun HaJyIeXaIen
TIIPOM3BOICTBEHHO} PAKTHKH EBpasviiCKOro 5KOHOMHYECKOTO CO03a).

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Approved by: Quality Assurance/Authorized person /
Ono6peno: O6ecneuenne kauecTBa/OTBETCTBEHHOE JIHLIO:

] 12 / 202§

Date /
Jara:

Han Jee Hyewk

Head of Quality Department
Quality Department/Osong plant
Full name and title/

DOUO u J0IKHOCTH
o=

Signature /
IToanuce



