CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg
Hpoaykr: Teronpekc® (Teronpasan) TabaeTKH, MOKPHIThIE TUIEHOYHOH 0607104k0#, 50 MT

Market / PoiHOK Russia / Poccus

Batch No / Batch Quantity / 900,000 tab /
Cepust Ne asE23Co Pa3mep cepun 900,000 Tabm.
Analytical Report No. / 040000100066 Date of Manufacture / 10/11/2025
AHaJUTHYeCKHIi 0TUeT Ne JlaTa npou3BOACTBa

Mfg. License No. / Date of Expiry /

ITIponsBoacTBeHHas 1452 I'onen no 31/10/2028
JuneH3us Ne

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

Analysis performed according ND / Auasnin3 npoBeaen no HJI: JIII-Ne(011801)-(PT'-RU)-230925
Artworks approved: / MakeTbl yrBep:kaeHbl: 26.11.2025

Page1of 5/Crp.1m35

Ne Test / Iloxa3zaTenn Result / Pe3yabTaThl Specification / Hopma
1 Appearance / Oblong film-coated light pink | Oblong film-coated light pink
Onuncanue tablets, with a score line on one | tablets, with a score line on one
sidle 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. / Ta6netku | off-white core. /
MPOJOJITOBaTOMN ¢dopwmbl, | Tabnerku TIPOAOJTOBATOM
IIOKPBITEIE IUIEHOYHOU | (OpPMBI, IOKPBITHIE INIEHOYHOH
060JI04KOi  CBETJIO-PO30BOTO | OOOJIOUKOH CBETJIO-PO30BOTO
[[BETa, Ha OJHOW CTOpOHE C | LBETa, Ha OJHOM CTOPOHE C
pHUCKO¥ ¥ rpaBupoBKo# «K» M | puckoif u rpaBHpoBKoi «K» u
«50» mo pasHele CTOPOHBI OT | «50» IO pasHBIE CTOPOHBI OT
Hee, ¥ C PHCKO#l Ha JOpYyrodf | Hee, ¥ C PHUCKOH Ha Jpyroi
CTOpPOHE. CTOpOHE.
Ha nonepeysoM paspese saqpo | Ha nomepeuHoM paspese sSapo
6enoro mBeTa. ot Genmoro mo moutu Gesoro
L[BETA.
2 Identification / UnenTudukauus
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
yIEpKMBaHKA OCHOBHOTO IHKa | “Assay”). / Bpemsa
Ha XpoMaTorpaMMe | yAEepXKHBaHHA OCHOBHOTO IHKa
HCIBITYEeMOTO pacTBOpa | Ha XpoMaTorpamMmme
COOTBETCTBYET BPEMEHH | HCIIBITYEMOro pacTBopa
yIepXKUBaHKUs OCHOBHOTO NMKA | JOJDKHO COOTBETCTBOBAaTh
Ha XpOMaTorpaMMe | BPEMEHH YOEPXKUBaHUA
CTaHOApPTHOTO pacTBOpa | OCHOBHOTO MUKa Ha
TeromnpasaHa. XpoMaTorpaMme
CTaHIapTHOIO pacTBopa
TeromnpasaHa (paznen
«KonuaecTBEHHOE
OTIPE/IETIEHHE).
2b HPLC/DAD / UV absorption spectra of the | UV absorption spectra of the
BOXX/IMT 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
CEPTUOUKAT AHAJIM3A

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

Ipoaykr: Teronpekc® (Teronpasan) TaGleTKH, MOKPHITHIE IUIEHOYHOM 0060109K0H, 50 MT

Market / PoiHoK Russia / Poccus

Batch No / Batch Quantity / 900,000 tab /
Cepus Ne eaB29Eh Pa3mep cepun 900,000 Tab.
Analytical Report No. / 040000100066 Date of Manufacture / 10/11/2025
AHaJIMTHYeCKHIi 0TYeT No JlaTa npou3BOACTBA

Mfg. License No. / Date of Expiry /

IIpousBoacTBeHHast 1452 Togex no 31/10/2028
JuueH3us Ne

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

Analysis performed according ND / Anasin3 nposeaen no H/I: JITI-Ne(011801)-(PT'-RU)-230925

Artworks approved: / MakeTb! yrBepxaeHbl: 26.11.2025
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Ne Test / [Toxa3aTennb Result / Pe3yabTaThl Specification / Hopma
and 262nm. / Y®-cmektpsl | 219+2nm and  262+2 nm
NOTJIOIIEHKs OCHOBHOrO muka | (section “Assay”). / VY®-
Ha XpOMaTorpamMMe | CIIEKTPBI TOTJIOMIEHHSA
HCILITYEMOTO ~ pacTBOpa U | OCHOBHOI'O yKa Ha
CTaHIApPTHOTO pacTBopa | XpoMaTorpaMMe HCILITYEMOro
TeromnpasaHa HAMEIOT | pacTBopa M  CTaHIapTHOrO
MaKCHMYyMBbI TIOTJIOIIEHNS NPH | PacTBOpa TerompasaHa
217 aM 1 262 HM. JIOJDKHBl MMETh MaKCHMYMBI
nornomeHus npu 219+2 uM u
262+2 HM (paznen
«KonuuecTBeHHOE
OTIpENETICHHEN).
3 Dissolution / 86 % /86 % Not less than 80 % (Q) of
PacTtBopenne labeled amount of tegoprazan
is dissolved in 30 minutes. / He
MeHee 80 % Q or
HOMHHAIBHOTO  COIEPXKaHUA
Terompazasa  pacTBOPSETCS
gepe3 30 MuH.
4 Uniformity of dosage Acceptance value (AV) should
units / OxHOpOAHOCTD be less than or equal to
JO03HPOBAaHHBIX 26%/2.6% 15.0 %./ IToxazarens
eAUHNL npueMieMocTi (AV) HODKeH
ObITh MEHBIIE MM paBeH
15,0 %.
5 Related substances / [Ipumecu
Any unspecified Below LOQ (LOQ = 0.025 %)
degrad:atlon product / / Huwxe npenena Lessthan D15 Y.
JIro6oii KOJIMYECTBEHHOTO M =
. _ enee 0,15 %;
Hecnemubuumposanseii | onpepenenus (ITKO =
MPOAYKT AETpagaliiy 0.025 %)
Below LOQ (LOQ = 0.025 %)
Total degradation / Hmwxe nipenena Noi mots Hun 1.0%. /
products/ Cymma KOJIM4ECTBEHHOTO
_ He 6onee 1,0 %.
NpomyKToB aerpagaumu | onpenenenus (ITKO =
0.025 %)
6 Microbial limit test / MukpoGHoioru4yeckas Y4cToTa
a) Total Aerobic Less than 10° CFU/g. / Not more than 10* CFU/g. /
Microbial Count / Menee 10° KOE/T. He 6onee 10° KOE/T.
O6miee yucio
a3po06HBIX
MHKPOOPraHH3MOB




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Hpoaykr: Terompekc® (Teronpa3aH) TaOJIETKY, OKPHITHIE IUIEHOYHOM 060109K0H, 50 Mr

Market / PoiHOK Russia / Poccus

Batch No / Batch Quantity / 900,000 tab /
Cepus Ne e Pa3mep cepun 900,000 Tabu.
Analytical Report No. / 040000100066 Date of Manufacture / 10/11/2025
AHanuTHYecKHuil oTyeT Ne JlaTa npou3BoJCTBA

Mfg. License No. / Date of Expiry /

IIpousBoacTBEeHHAS 1452 T'onen o 31/10/2028
anneH3us Ne

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

Analysis performed according ND / Ananus nposesen no HJI: JITI-Ne(011801)-(PT-RU)-230925

Artworks approved: / Makers! yTBepxkaeHbl: 26.11.2025
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Ne Test / Iloxa3aTeab Result / Pe3yabTaThl Specification / Hopma
b) Total Combined Less than 102 CFU/g. / Not more than 10? CFU/g. /
Yeast and Moulds Megnee 102 KOE/T. He Gonee 102 KOE/T.
Count / Ob1mee 9uCIIO
IPOXOKEBBIX U
IUIECHEBEIX TpUOOB
c) Escherichia Coli Absentinlg./ Shall be absentin 1 g./
OtcytctBYeT B 1 I OtcyrctBHE B 1 T
7 Assay / 98.6 % /98.6 % 950% to 1050% of
KonnyecTBeHHOE (49.3 mg / 49.3 mr) tegoprazan labeled amount in a
omnpejesieHHe tablet.
(47.5mg to 525mg of
tegoprazan in a tablet). / Ot
950% mo 1050% or
HOMHHAJIIBHOTO  COAEpP)KaHUA
Teronpasasa B TabJeTKe.
(Or 47,5Mr po 52,5wmr
Teromnpasasa B TabJeTKe).
8 Package description / 10 tablets in a blister from | 10 tablets in a blister from

Onucanne ynakoBKu

(OPA/AVPVC) film I
aluminum foil. 3 blisters with a
package insert in a carton with
control of the first opening
(perforation). / ITo 10 TabneTox
B Gimcrepe u3 OITA/An/TIBX

IWIeHKH //  arOMHUHUEBOH
¢omeru.  ITo 3 Gnuctepa
BMeCTE ¢ JIUCTKOM-

BKJIAABIIIEM  YIIaKOBaHbl B

TayKy KapTOHHYIO ¢ | ymakoBaHbl B navky

KOHTPOJIEM TIEPBOrO BCKPHITHA | KapTOHHYI0 C  KOHTpOJIEM

(mepdopars). TIEpBOTO BCKPBITUS
(nepoparys).

(OPA/AV/PVC) film /1
aluminum foil. 1 or 3 blisters
with a package insert in a
carton with control of the first
opening (perforation). / Ilo
10 Tabnetok B OnucTepe u3
ONA/An/TIBX  mnenku //
amoMuHueBoit ¢onbru. Io 1
wid 3 Gmucrepa  BMeCTE  C
JIMCTKOM-BKJIaIbIIIEM

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

Tegoprazan / Teronpa3sas

API Manufacturer batch number /
Homep cepuu npouspogutens A®C:

TGP25E3,
TGP25E4

FP Manufacturer API batch number /

Homep cepun cy6cTaHIUH NPOU3BOAUTEIIS

I'I®:

6000045006,
6000045007

API Manufactured by & country /
IpousBoaurtens A®C, cTpana:

HK inno.N, Daeso plant, Republic of Korea /
DituKeii uano.H, 3asox Taco, Pecrybnuka Kopes




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg
Ipoayxr: Teronpekc® (Teronpasan) TaGIeTKH, HOKPHITIE TUIEHOYHOH 060104K0H, 50 MI

Market / Peinok : Russia/ Poccus

Batch No / Batch Quantity / . 900,000 tab /
Cepus Ne #3E20CH Pa3mep cepun 900,000 Tabu.
Analytical Report No. / 040000100066 Date of Manufacture / 10/11/2025
AHaJuTHYecKHii oTyeT Ne JlaTa NpoH3BOACTBA

Mfg. License No. / Date of Expiry /

IIpousBoacTBeHHAs : 1452 T'onen no ¢ 31/10/2028

JMneH3us Ne

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

Analysis performed according ND / Anasiu3 nposeaes no HJI: JITI-Ne(011801)-(PT'-RU)-230925
Artworks approved: / MakeTb! yrBepaaenbl: 26.11.2025
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Name, address, authorization No. for FP
manufacturing site / Control site / Release site/
HaumeHoBaHHe, aJipec, THUEH3MUS 1JIst
IpoussoacTeeHHast miomaaka / Iliomanka
KOHTPOJIsI KayecTBa / [lnomaaxa BuImycKa

HK inno.N Corporation, 239, Osongsaengmyeong
2-ro, Osong-eup, Heungdeok-gu, Cheongju-si,
Chungcheongbuk-do, Republic of Korea (license No.
1452) /

DituKe#i nano.H Kopropeitmy, 239, Ocon-CacBMEH
2-po, Ocon-bin, XEHIO0K-Ky, YoHuy-cH, UyH4OHOYK-10,
Pecry6iuka Kopest (uensus Ne 1452)




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg
Ipoayxr: Teronpekc® (TerompasaH) TabNeTKH, NOKPHITHIE [UIEHOYHOH 0060J109K0#, 50 MIr

Market / PeiHoK : Russia / Poccus

Batch No / . Batch Quantity / . 900,000 tab /
Cepusi Ne i ASE25C6 Pa3mep cepuu * 900,000 Tab.
Analytical Report No. / . 040000100066 Date of Manufacture / . 10/11/2025
AHaauTHYECKHi 0T4eT Ne JlaTa npou3BOACTBA

Mfg. License No. / Date of Expiry /

IMpousBoacTBEHHAS : 1452 Tonen no ¢ 31/10/2028
JnneHsus Ne

MA number: / Homep PY : JIII-Ne(011801)-(PI'-RU)
Analysis performed according ND / Ananu3 nposeneH no HJI: JITI-Ne(011801)-(PI'-RU)-230925
Artworks approved: / MakeTb! yTBepxaeHsl: 26.11.2025
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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”.

3aKJI0YeHHe 0 cooTBeTcTBHM: «HacTosmuM s TNOATBEPXIAK0, YTO IPUBEICHHAsA BBIIIC
MHGOPMAIHS ABJISETCS AOCTOBEPHON ¥ TOYHOM. JTa CepHs MPOAYKIMHA MPOU3BECHA (BKITFOYAs
yIaKkoBKY (MapKMpOBKY) M KOHTpONb KadecTBa) Ha BBIIICyKa3aHHOH [IPOU3BOJICTBEHHOM
nmomake (IUIOMAAKAxX) B TOJHOM COOTBETCTBHHM C TpeGosamusvu [IpaBhi Hajurexamed
IIPOU3BOICTBEHHOM MIPAKTUKH EBpaswuiickoro SKOHOMHYECKOTO COI03a
(Ne GMP/EAEU/RU/01514-2024 ot 30 aBrycta 2024 roza) 1 TpeOOBaHUAMHU KOHTPOJIS Ka4ecTsa
JIEKapCTBEHHBIX CPECTB, @ TAakXe B COOTBETCTBHH CO CHELM(HKAIMAMH, CONCPKAMMMUCS B
PETHCTPAIHOHHOM [I0ChE CTPAaHBI-MMIIOpTEpa. 3alMCH MO NPOM3BOACTBY, YIIAKOBKE M aHANA3Y
IOBEPEHB], M YCTAHOBIEHO HX COOTBeTcTBME TpeGoBanusM IIpasun HaJyIexamen
IPOM3BOJICTBEHHOM MPaKTHKH EBPasuiiCKOro 3KOHOMHUYECKOTO COKO3a.

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecrneyenne kauecTsa/OTBETCTBEHHOS JIHLIO:

'\l/ |2 /Q_OJ—Y

Date /
Jara:

Haw Tre Hyewk
Head of Quality Department

Quality Department/Osong plant
Full name and title/

%O/Hnommocn

- Signature /
IMoamuce




