CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Hpoaykr: Teronpekc® (Teronpasan) TaGIeTKH, NOKPHIThIE IEHOYHOH 0601049K0H, 50 MI

Market / PpiHOK Russia / Poccus

Batch No / Batch Quantity / 900,000 tab /
Cepnsa Ne ASEASCA Pa3mep cepuu 900,000 Tabu.
Analytical Report No. / 040000099989 Date of Manufacture / 10/11/2025
AHaJuTHYeCcKH# oTyeT No JlaTa npou3BoACTBa

Mfg. License No. / Date of Expiry /

IMpon3BoacTBeHHAS 1452 Tonen no 31/10/2028
JuneHsus Ne

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

Analysis performed according ND / Anajn3 nposeaen no HJI: JITI-Ne(011801)-(PI'-RU)-230925

Page1of 5/Ctp. 1135

Ne Test / Iloxa3zaTeJb Result / Pe3yabTaThl Specification / Hopma
1 Appearance / Oblong film-coated light pink | Oblong film-coated light pink
Onucanne 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. / Ta6netku | off-white core. /
NPOJONTOBaTOM ¢dopmsbl, | TabneTkn MPOIOJIrOBATON
TIOKPBITHIE IUIEHOYHOX | (OPMBI, IOKPHITHIE IUIEHOTHOM
060JI04KOM  CBETIIO-PO30BOr0 | 00OJIOUKOM CBETJIIO-PO30BOrO
LBeTa, Ha OIHOM CTOpPOHE C | I[BE€Ta, Ha OJHOW CTOPOHE C
PHCKOM ¥ rpaBUpOBKOif «K» M | PHCKOH ¥ rpaBUPOBKO# «K»
«50» 1o pasHble CTOPOHBI OT | «50» IO pasHble CTOPOHBI OT
Hee, ¥ C PHUCKOW Ha Jpyroil | Hee, W C DMCKOH Ha [pyroi
CTOpOHE. CTOpOHE.
Ha nonepeusom paspese sapo | Ha monepedHoM paspese sapo
fenoro mBera. or Gemoro 4o moutH 6emnoro
[Bera.
2 Identification / MnenTudHnxanus
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. /  Bpems | chromatogram (section
yIep)XUBaHUs OCHOBHOTO MKa | “Assay”). / Bpewms
Ha XpoMarorpamMme | yIep>KHUBaHHsA OCHOBHOTO ITHKa
HCTIBITYEMOTO pacTBOpa | Ha XpoMaTorpamMmme
COOTBETCTBYET BPEMEHH | HCIBITYEMOIO pacTBOpa
yIEPXHBaHUs OCHOBHOTO NMKA | NOJDKHO COOTBETCTBOBATh
Ha XpOMaTorpaMMe | BPEMEHM YAepKUBaHUA
CTaHJapTHOTO pacTBopa | OCHOBHOTO uKa Ha
TeronpasaHa. XpoMaTorpamme
CTaHIapTHOTO pacTtBopa
TerompasaHa (paznen
«KonnyecTBEHHOE
OTIpEeIeJICHUEY).
2b HPLC/DAD / UV absorption spectra of the | UV absorption spectra of the
BOXX/TMO 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
and 262 nm. / V®-cnextpsl | 21942 nm and  262+2 nm




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Ipoaykr: Teronpexc® (Teronpasan) TabIETKH, IOKPHITHIE IUIEHOYHON 06010uK0H, 50 Mr

Market / Poinok Russia / Poccus

Batch No / Batch Quantity / 900,000 tab /
Cepus Ne SSHOSCA Pa3mep cepuu 900,000 Tabn.
Analytical Report No. / 040000099989 Date of Manufacture / 10/11/2025
AHajiuTHYecKuii oTyeT Ne JlaTa npou3BoACTBa

Mfg. License No. / Date of Expiry /

IIpousBoacTBeHHas 1452 T'onen no 31/10/2028
JuneH3us Ne

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

Analysis performed according ND / Anaan3 npoesen no HJI: JITT-Ne(011801)-(PT-RU)-230925
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Ne Test / Iloka3aTeinb Result / PesyabTaThl Specification / Hopma
NOTJIOMEHHs] OCHOBHOIO IMKa | (section “Assay”). / VO-
Ha XpOMaTorpaMMe | CHEKTPHI MOTJIOIIEHUS
HCIILITYEMOTO  PacTBOpa M | OCHOBHOTO KA Ha
CTaHJapTHOTO pacTBOpa | XpOMaTOrpamMMe HCIBLITYEMOTOo
TerompasaHa HMEIOT | pacTBOpa W CTaHOapTHOIO
MaKCHMYMBI TIOTJIOIEHHs NMPH | PacTBOpa TerompasaHa
217 BM 1 262 HM. JOJDKHBl HMMETb MaKCHMYMBI
norjomenus mpy 21942 oM 1
262+2 BM (paznen
«KonuuecTBeHHOE
OTIpeeIEHNEN).
3 Dissolution / 85%/85% Not less than 80 % (Q) of
PacTBOpeHue labeled amount of tegoprazan
is dissolved in 30 minutes. / He
MeHee 80 % Q oT
HOMMHAJIBHOTO  COJEp)KaHUA
TErompasaHa  pacTBOPSAETCS
gepe3 30 MUH.
4 Uniformity of dosage Acceptance value (AV) should
units / OMIHOPOAHOCTH be less than or equal to
JI03HPOBAHHBIX 3.6% /3.6 % 15.0 %./ ITokazarens
eANHMLL ’ ’ npuemneMoctd (AV) DOKeH
ObITh MEHbIIE WJIH PaBeH
15,0 %.
5 Related substances / [Ipaumecn
Any unspecified Below LOQ (LOQ = 0.025 %)
degrac{atxon product / / Hxe npenena Less than 0.15 % /
JIro6oit KOJIMYECTBEHHOTO
- _ Mesee 0,15 %;
HecnenuduuuposanHblii | ompenenesusa (IIKO =
MPOIYKT JAerpafalyu 0.025 %)
. Below LOQ (LOQ = 0.025 %)
grootgzngs%r édy;t;o: / Huxe nipenena Not more than 1.0 %. /
HPOMYKTOB NErpANALAH KOJIMYECTBEHHOTO He 6onee 1,0 %.
ompenenenus (IIKO =
0.025 %)
6 Microbial limit test / Mukpo6uoJjiornyeckas YucTora
a) Total Aerobic Less than 10° CFU/g. / Not more than 10* CFU/g. /
Microbial Count / Menee 10° KOE/r. He 6onee 103 KOE/T.
O61ee yucio
a3po0HBIX
MHKPOOPraHM3MOB
b) Total Combined Less than 10? CFU/g. / Not more than 102 CFU/g. /
Yeast and Moulds Menee 10? KOE/T. He 6onee 10? KOE/T.
Count / Obmiee 9ucao




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg
Ipoaykr: Teronpexc® (TeronpasaH) TabJIETKH, IIOKPBITHIE TUIEHOYHOH 000J104K0#, 50 M

Market / PoiHOK Russia / Poccus

Batch No / Batch Quantity / 900,000 tab /
Cepusi Ne LRI Pa3mep cepun 900,000 Tab.
Analytical Report No. / 040000099989 Date of Manufacture / 10/11/2025
AHanuTH4eckHii oTyeT Ne JlaTa npou3BoACTBa

Mfg. License No. / Date of Expiry /

IIponsBoacTBeHHAs 1452 T'onen no 31/10/2028
JuneH3us Ne

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

Analysis performed according ND / Ananu3 npoBeaes no HJI: JITI-Ne(011801)-(PI"-RU)-230925
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Ne Test / Iloka3aTennb Result / Pe3yabTaThl Specification / Hopma
IPOMOKEBBIX H
IUIECHEBBIX TPHOOB
c) Escherichia Coli Absentinlg./ Shall be absentin 1 g. /

OtcyTcTBYeTB 1 T. OtcytcTBHE B 1 T.

7 Assay / 100.0 %/ 100.0 % 950% to 1050% of
KosnyecTBeHHOE (50.0 mg / 50.0 mr) tegoprazan labeled amount in a
omnpeneeHue tablet.

(475mg to 52.5mg of
tegoprazan in a tablet). / Ot
95,0% mo 1050% or
HOMMHAJIBHOTO  COZEpXKaHHsA
TerompasaHa B TabJeTke.
Ot 475mMr pmo 525wmr
Terompasasa B TabJeTke).

8 Package description / 10 tablets in a blister from | 10 tablets in a blister from

OnucaHue ynakoBKH

(OPA/AI/PVC) film /
aluminum foil. 3 blisters with a
package insert in a carton with
control of the first opening
(perforation). / ITo 10 TabneTox
B Omucrepe u3 OIIA/An/TIBX

IUIEHKH //  aJBOMHHUEBOM
¢omeru.  Ilo 3 Guucrepa
BMECTE c JIACTKOM-

BKJIAQABIIEM  YIIAKOBaHbI B

(OPA/AVPVC) film 1
aluminum foil. 1 or 3 blisters
with a package insert in a
carton with control of the first
opening (perforation). / Ilo
10 Tabnerox B Onucrepe u3
OIIA/An/TIBX  mnenku //
amoMuHueBoit ¢onsru. Ilo 1
unyd 3 Gnucrepa BMECTE  C
JIACTKOM-BKJIaJbIIIIEM

naqyKy KapTOHHYIO C | ymakoBaHbI B nayKy

KOHTpOJIEM IEPBOTO BCKPHITUS | KAPTOHHYI0 C  KOHTPOJIEM

(mepdoparnus). NIEpBOTO BCKPBITHA
(nepgoparys).

API name (INN) / HaumenoBanune A@C (MHH):

Tegoprazan / Teronpa3zas

API Manufacturer batch number /
Homep cepun npousBoautensi AQC:

TGP25E3

FP Manufacturer API batch number /

Homep cepun cyGcTaHUMH POU3BOAMTEJIS

| V) (O F

6000045006

API Manufactured by & country /
Iponssogutenr APC, cTpaHa:

HK inno.N, Daeso plant, Republic of Korea /
OiyKeit unno.H, 3aBox Taco, Pecy6sinka Kopes

Name, address, authorization No. for FP

manufacturing site / Control site / Release site/

HaumeHoBaHue, aapec, JIMIEeH3Us NI

IpousBoacTBeHHasi iiomaaka / Ilnomanka
KOHTpoJs KayecTBa / [lomaaka BelnycKa

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




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg
Ipoaykr: Teronpekc® (Teronpasan) TaGieTKy, IOKPHIThIE TUIEHOYHOH 060109K0H, 5O MP

Market / PoiHOK :  Russia / Poccus

Batch No / Batch Quantity / . 900,000 tab /
Cepusi Ne fReBEH0A Pa3mep cepum * 900,000 Tabm.
Analytical Report No. / 040000099989 Date of Manufacture / . 10/11/2025
AHauTHYecKHil oTyeT Ne JlaTa npon3BoACTBa

Mfg. License No. / Date of Expiry /

IlpousBoacTBeHHast : 1452 Tonen no ¢ 31/10/2028

JMueH3us Ne

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

Analysis performed according ND / Anaaus nposeaex no HJI: JIIT-Ne(011801)-(PT-RU)-230925
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DityKeit mano.H Kopnopeiimy, 239, Ocon-CacHMER
2-po, Ocon-bin, XEHH0K-Ky, YoHuy-cH, UyH4OHOYK-T0,
Pecmy6uka Kopes (munersus Ne 1452)




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Tegoprex® (Tegoprazan) film-coated tablets 50 mg
Ipoaykr: Teronpekc® (Teronpasan) TaGIETKH, TOKPHIThIC IUIEHOYHOM 060710uKOH, 50 Mr

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 900,000 tab /
Cepus Ne ks Pa3mep cepuu * 900,000 Tabm.
Analytical Report No. / . 040000099989 Date of Manufacture / . 10/11/2025
AHaJuTHYecKHii oTyeT Ne JlaTa npou3BoaCTBa

Mfg. License No. / Date of Expiry /

IIpon3BoacTBEeHHAsA : 1452 T'onex no ¢ 31/10/2028
JuneH3us Ne

MA number: / Homep PY : JIII-Ne(011801)-(PI'-RU)
Analysis performed according ND / Auanu3s nposenen no HJI: JITT-Ne(011801)-(PI'-RU)-230925

Page 5 of 5/Crp.5m3 5

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”.

3aka09eHHe O COOTBeTcTBHM: «HacTosimmuMm s TOATBEPXKAAI0, YTO IPUBENCHHAs BBIIE
nHE(OpManus SBISETCS TOCTOBEPHON M TOYHON. DTa cepys MPOMyKIUM IIPOM3BEACHA (BKIFOYAs
yIakoBKy (MapKMpOBKY) ¥ KOHTPOJH KadecTBa) Ha BBINIEYKa3aHHOM IPOM3BOJCTBCHHOM
miomanke (IUIOMAAKax) B IIOJHOM COOTBETCTBMM ¢ TpeOoBaHmsmu IlpaBun Hamexamei
TIPOM3BOICTBEHHOM TPaKTHKH EBpazuniickoro BKOHOMMYECKOTO coro3a
(Ne GMP/EAEU/RU/01514-2024 ot 30 aBrycra 2024 roga) u Tpe0OBaHMAME KOHTPOJIS KauecTBa
JIEKapCTBEHHBIX CPEJACTB, a TAK)Ke B COOTBETCTBHHU CO CIENH(UKAUMAMH, COAEPKAIIMMUCS B
PETUCTPALIMOHHOM [OChEe CTPaHBI-MMIIOpTepa. 3alKMCH IO IPOM3BOJACTBY, YIIAKOBKE M aHAIM3Y
IpPOBEPEHB], M YCTAHOBIEHO WX COOTBeTCTBHE TpeboBanmsm IIpaBun Hamiexaiiei
IPOM3BO/ICTBEHHOM MpakTHky EBpa3uiickoro 5SKOHOMHYECKOIO COKO3a).

Conclusion: APPROVED /
3akiawyenne: OJOBPEHO

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneyenre kagecTBa/OTBETCTBEHHOE JIMLO:

e | 1=/ 2025
Date /
//  Jara:
Signature /

IToxmnuch



