Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg
KpbITbIE TJIEHOUHOH 060104KOH, 100 MI

Mpoxykr: lucneBukT” TabIeTkH, Mo
Market / PoiHOK 3

: Russia / Poccus

Batch No / . Batch Quantity / . 848010 tab/

Cepnst Ne $ V2302381 O6bem cepHH " 848010 Tab

Analytical Repo:rt No/ . 890001703564 Date of Analysis / . 30/11/2023

AHajgdTHyecKHii oTyer No Jara aHayu3a

Date of Manufacture / - 11/2023 Date of Expiry / - 10/2026

JlaTa yipoH3BoACTBA Tonen 10

Mfg. License No. / MA number: /

IIpoun3BoacTBeHHAS : MNB/05/263 ’ . JITI-Ne(001951)-(PI'-RU)
Homep PY

JuieH3ust No

Analysis performed according ND:
Ne(001951)-(PT-RU) ot 14.03.2023

/ Ananns nposenen no HJI: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JITI-

Page 10of9/Crp. 1 u39

Ne Test / HoxazaTean

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanue

Round off-white film-coated tablets
debossed with "100" on one side and
plain on the other side. In cross section
- a core is pale yellow. / Kpyrusie
TabJIeTKH, MOKPBIThIE IUIEHOYHOH
060J104yKoil Moyt Oeyoro 1BeTa, C
rpaBupoBkoii  «100» Ha  oaHOM
CTOpPOHE W riaakue Ha npyrodl. Ha
NIONEPEYHOM Cpe3e — SApO CBETIO-
JKEJITOTO L[BETA.

Round white to off-white film-coated tablets
debossed with "100" on one side and plain on
the other side. In cross section - a core is
white to pale yellow. / Kpyrisie TabneTku,
MOKPBITEIE [UIEHOYHOH 06onouKoii 6esoro
WM To4Td 6ejioro I[BeTa, ¢ T'PaBUPOBKOH
«100» Ha OmHOH CTOpPOHE W [NajJKHe Ha
npyroit. Ha momepedHoM cpe3e — sapo OT
6eJIoro 10 CBETJIO-XKENTOro [{BETA.

Remarks : The Product confirms to
ITpumeuanne: [IpogyxT cOOTBETCTB

ND/
yeT Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[ToaroTtosneno: Santosh Kumar

Maurya
(.

Checked by /
ITposepeno: Himesh Kumar

A,

——
= 1

AY

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoayreis
Manoj Kumar

L

Date /
JHara: 30-11-2023

Date /
Jlata: 30-11-2023

Date /
Jara: 30-11-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO01507
www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IponykT: JlucrieBUKT" TabJIETKHM, IOKPHITHIE TNIEHOYHOM 0601104KO0i, 100 Mr

Market / PeiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 848010 tab/

Cepus Ne ¥ V2302381 O6bem cepuu " 848010 Tab

Analytical Report No/ - 890001703564 Date of Analysis / - 30/11/2023

AHANMTHYECKHI oTueT No JlaTa aHaausa

Date of Manufacture / - 11/2023 Date of Expiry / - 10/2026

JlaTa npou3BOACTBA T"oaen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 ’ : JITT-Ne(001951)-(PI"-RU)
Homep PY

JMneH3us Ne

Analysis performed according ND:

Ne(001951)-(PI'-RU) ot 14.03.2023

/ Auamu3 nposeaen no HJI: JITT-Ne(001951)-(PI™-RU) dt. 14.03.2023 / JIII-

Page 2 of 9/ C1p. 2 M3 9

2 | Identification / Retention time of the main peak in the
MnenTnduxanus chromatogram of test solution should comply
with retention time of the main peak in the
HPLC /BOXX Complies as prescribed / chromatogram of standard solution ("Assay"
CooTBeTcTBYeT TpeOOBaHUIM test). / BpeMs yaep>xMBaHHsi OCHOBHOTO [TMKa
Ha XpOMaTorpaMMe HCIbITYEMOT0 pacTBopa
JIOJKHO COOTBETCTBOBATH BpEMEHH
yIEpKHBaHHUS ~ OCHOBHOTO  MNMKAa  Ha
XpoMaTorpaMMe CTaHAapTHOTO pacTBOpa
(ucmbiTaHue «KonuyecTBeHHOE
OnpeneNeHUe»).
IR spectrometry / K- Complies as prescribed / IR spectra of the medicina} product and.the
cnexmpomempus COOTBETCTBYET TPeBOBAHUAM reference standard taken in the potassium
bromide R disk should exhibit absorption
maxima at wave numbers 3490 cm’,
3302 cm™, and 2946 cm™ with a deviation of
NMT 10 cm™ in the 4000-450 cm™ range. /
HK-criexTpel mnpenapata ¥ CTaHAAPTHOTO
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneno: Santosh Kumar ITposepeno: Himesh Kumar Onobpeno: Menemxkep / Pykosoautes
Maurya Manoj Kumar
3 = ==
Date / Date / Date /
Hara: 30-11-2023 Hara: 30-11-2023 Jara: 30-11-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddvs.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €&¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Hpoxyxr: Jucnepukt" TaGlIeTKH, IOKPHITHIE MIEHOYHOH 060s104KOH, 100 MI

Market / PbIHOK : Russia / Poccust

Batch No / 5 Batch Quantity / . 848010 tab /

Cepust Ne f V2302381 OGbem cepuH " 848010 Tab

Analytical Repo:‘t No/ - 890001703564 Date of Analysis / . 30/11/2023

AHaJuTHYeCKH i oTyeT No JaTa aHasim3a

Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026

Jara npousBoicTBa TI'ogen go

Mfg. License No. / MA number: /

ITpousBoacTBeHHAs : MNB/05/263 ’ : JITT-Ne(001951)-(PI'-RU)
Homep PY

JuneH3us Ne

Ne(001951)-(PT-RU) ot 14.03.2023

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(001951)-(PT-RU) dt. 14.03.2023 / JIII-

Page 30f9/Crp.3 u39

o6pasiia, CHATBIE B IUCKE C KaJlisi GPOMUIOM
P, B obnactu ot 4000 go 450 cM™ TOJDKHBI
MpPOSIBIAT MAKCHMYMBI TOIJIOIIEHHUS TMPH
BOJNHOBBIX umhcnax 3490 cm!, 3302 cm” u
2946 cm™ ¢ oTkNnOHeHeM He Gonee =10 cm™.

3 | Dissolution / PacTBopenue

Unit-1/ Ta6n.-1 99 %
Unit-2 / Tabn.-2 96 %
Unit-3 / Tabn.-3 101 %
Unit-4 / Tabn.-4 98 %
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 103 %

Not less than 75 % (Q) of acotiamide
hydrochloride hydrate label claim should be
released into solution in 30 minutes. / He
MeHee 75% (Q) OT  3asBJIEHHOrO
CollepXKaHUsi aKOTHaMuJa IHMAPOXJIopuia
rUzipaTa JI0JDKHO TNEpeHTH B pacTBOp uepes
30 MUHYT.

4 | Uniformity of dosage units /
OaHOpPOAHOCTH
JNO3HPOBAHHBIX €AHHHI

2.9

According to the requirements. / B
COOTBETCTBHH C TPeOOBAaHUAMM.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: [IpoxyKT cooTBeTCTBYeT TpeboBanusam HJI

3axmoyenue: OJJOBPEHO

Prepared by /
[Togrorosyeno: Santosh Kumar

Maurya %

Checked by /
ITporepeno: Himesh Kumar

@\ —

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

]
¢

Manoj Kumar @zﬁ

Date /
Jara: 30-11-2023

Date /
Jara: 30-11-2023

Date /
Jata: 30-11-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IIpoaykT: JucreBukT” TabeTKH, MOKPHIThIE [IIEHOUHOH 0605104Kk0H, 100 Mr

Market / PbiHOK : Russia / Poccus

Batch No / " Batch Quantity / 848010 tab/

Cepnsi Ne R V2302381 O0bem cepuu ' 848010 Tab

Analytical Report No / 890001703564 Date of Analysis/ . 3,11/7093

AHanurndecknii oTyer Ne JlaTa anagu3za

Date of Manufacture / - 11/2023 Date of Expiry / - 10/2026

JaTa npousBoacTsa Tonen 1o

Mfg. License No. / MA number: /

IIponzBoacrBennas : MNB/05/263 : . JIII-Ne(001951)-(PT'-RU)
Homep PY

nuuensnst Ne

Analysis performed according ND:

Ne(001951)-(PT-RU) ot 14.03.2023

/ Anajus nposenen no HJL: JITI-Ne(001951)-(PT-RU) dt. 14.03.2023 / JIII-

Page 4 of 9/ Crp. 4 u3 9

5 | Impurities / Ilpumecu

Amide acid Impurity /| Below LOD (LOD=0.0092%)/ | Notmore than 0.20 % / He 6onee 0,20 %
IlpumMech amuia KUCIIOTEI Huxe npenena obHapyxenus (I10 =
0.0092 %)
Individual maximal Not more than 0.20 % / He 6onee 0,20 %
unidentified impurity /
Ennandnas MaKcHMabHasi 0.10 %
HeuJeHTH GULIHpOBaHHAas
IpUMeECh
Total impurities / 0.1% Not more than 0.75 % / He 6onee 0,75 %
CymmMma npumecei
6 | Water / Boaa 6.6 % Not more than 10.0 % / He 6onee 10,0 %

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt coorBeTcTBYeT Tpebosanusam HJJ

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by /
Tloarorosneno: Santosh Kumar

Maurya %'

Checked by /
IMpoeepeno: Himesh Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens

Manoj Kumar @d
§

Date /
Jara: 30-11-2023

Date /
Jata: 30-11-2023

Date /
Jlara: 30-11-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIHM3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaykr: ucneBukt® TabeTkH, NOKPhITIE IICHOYHOH 0bonoukoii, 100 Mr
2

JHneH3us Ne

Market / PbIHOK : Russia / Poccus

Batch No / N Batch Quantity / 848010 tab/

Cepusi Ne % V2302351 O0bem cepun " 848010 Tab

Analytical Repo:‘t No/ - 890001703564 Date of Analysis / - 30/11/2023
Anamarudeckuii oruer Ne JaTa anaiuza

Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026

JaTa npousBoacTea T'open no

Mfg. License No. / MA number: /

IpousBoacTBeHHAs! : MNB/05/263 Howmep PY : JITI-Ne(001951)-(PT-RU)

Ne(001951)-(PT'-RU) ot 14.03.2023

Analysis performed according ND: / Ananns nposegen no HJI: JITI-Ne(001951)-(PT-RU) dt. 14.03.2023 / JIII-

Page Sof 9/ Ctp. S m3 9

7 | Microbiological purity / MukpoGnosioraueckasi 4ucTora*

a) Total Aerobic Microbial NA
Count / O611ee KOTU4ECTBO
JKU3HECTIOCOOHBIX a3pOOHBIX
MHKpPOOPraHu3MOB

Not more than 10* CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeasts & NA
Moulds Count / O6111e€ 4nCIIO
JIPOKOKEBBIX M TUIECHEBBIX
rpuboB

Not more than 10° CFU/g /
He 6onee 10° KOE/r

¢) Escherichia Coli NA

Shell be absent in 1 gram /
OtcyTcTBHE B 1 T

*Partial release without micro results as per change control CC1000124743

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar [Iposepeno: Himesh Kumar
S S e ==

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosoaurens

Manoj Kumar 12 i;?

Date / Date /
Harta: 30-11-2023 Jara: 30-11-2023

Date /
Jara: 30-11-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ".'..‘

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaykr: JlucrneBukT” TaGeTKH, MOKPHITHIC TIEHOYHOH 060104K0H, 100 Mr

JuueH3uss Ne

Market / PeiHok : Russia / Poccus
Batch No / - Batch Quantity / . 848010 tab/
Cepust No | V2302351 O0bem cepuH © 848010 Tab
Analytical Repog‘t No/ . 890001703564 Date of Analysis / . 30/11/2023
AHaJHTHYECKHI oT4eT N2 JlaTa ananu3a
Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026
| laTa IpoM3BOACTBA T'onen no
Mfg. License No. / MA number: /
Ipon3BoacTBenHast : MNB/05/263 Homep PY : JITI-Ne(001951)-(PI'-RU)

No(001951)-(PI'-RU) ot 14.03.2023

Analysis performed according ND: / Ananu3s nposesen no HJI: JITT-Ne(001951)-(PT-RU) dt. 14.03.2023 / JII1-

Page 6 of 9/ Ctp. 6 m3 9

9 | Assay / KonudecTBeHHOE
onpeaeaeHne

99.3 mg/99.3 mr

From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Or 90,0 mr go 110,0 Mr akoTuamupa
CHAPOXJIOpU/IA FH/IpaTa.

10 | Packaging / YnakoBka

TabneTox B

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / ITo 10
KOHTYPHYIO
TIOJUBUHHIIXJIOPUIHON/MONMBUHAIMASHXIOPUAHON U Qosbru antoMuHueBol. 1o 9
KOHTYPHBIX SYEMKOBBIX YNAaKOBOK BMECTE€ C HMHCTPYKUMEH M0 MEIHUHHCKOMY
IpYMEHEHHIO (JINCTKOM-BKJIABILIEM) B IAYKY KAPTOHHYIO.

MJICHKH

SYEHKOBYIO YIaKOBKY U3

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoayxT cooTBercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Santosh Kumar [Tpoeepeno: Himesh Kumar Onobpeno: Menemkep / PykoBoauTE b
Maurya Manoj Kumar W_‘
Date / Date / Date /

Hara: 30-11-2023 Jara: 30-11-2023 Jara: 30-11-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Mponykr: Jlucnesukt” TabIeTky, MOKPhIThIE MEHOUHON 0005104K0fi, 100 MP
Market / PeiHok : Russia / Poccus
Batch No/ . Batch Quantity / _ 848010 tab/
Cepnst Ne 5 V2302381 O6bem cepuu " 848010 Tab
Analytical Repoz‘t No/ - 890001703564 Date of Analysis / . 30/11/2023
AHanHTHYECKHH oTyeT No Jara aHau3a
Date of Manufacture / - 11/2023 Date of Expiry / - 10/2026
JlaTa 1poH3BOACTBA TI'ogen 1o
Mfg. License No. / MA number: /
IIpousBoacTBEHHAsK : MNB/05/263 : : JIII-Ne(001951)-(PI'-RU)
Homep PY
Jgmensust Ne
Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(001951)~(PT-RU) dt. 14.03.2023 / JIII-
Ne(001951)-(PT-RU) ot 14.03.2023

Page 7 of 9/ Ctp. 7 m3 9

Howmep cepuu npoussoauteas ADC:

API name / HanmenoBanue ADC: Acotiamide hydrochloride hydrate / AxkoTMamujia PTHAPOXJAOPH/AA rHAPAT
INN / MHH: Acotiamide / AkOTHAMHT
API manufacturer batch number / ACT-21006, ACT-21007, ACT-21008, ACT-21010, ACT-21011

FP Manufacturer API Batch number /

Homep cepun cyOCTaHIHH IPOH3BOAUTES FEOA01539, FEOA01540, FEOA01541, FEOA01543, FEOA01544

Release site /

IJid:

API Manufactured by & country / Emmennar Pharma Private Limited, India /
IMpouzsoanres ADC, crpana: Ammennap Dapma [paiiser JIumuten, Uunus

Name, address, authorization No for Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
FP manufacturing site / Control site / Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

MNB/05/263) /

Remarks : The Product confirms to ND/
IIpumeqanne: [TpoaykT cootBeTcTBYET TpebGoBanmsm HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneno: Santosh Kumar [Mposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoaurtenp
Maurya Manoj Kumar

Date/ Date / Date /

Jara: 30-11-2023 Iata: 30-11-2023 Hara: 30-11-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@o
Dr. Reddy,s ‘_... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg /—_|
IIpoayXr: JucneBUKT" TabaETKH, MOKPBITHIE IIIEHOYHOH 06010uk0#, 100 Mr
Market / Poinok : Russia / Poccust
Batch No / . Batch Quantity / 848010 tab/
Cepus Ne | ViEsgasal O6bem cepuu ' 848010 Tab
Analytical Repovrt No/ - 890001703564 Date of Analysis / . 30/11/2023
AHanuTHYeCKHi oTyeT No Jara anajusa
Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026
 JlaTa rIpoM3BOJCTBA I'onen no
Mfg. License No. / MA number: /
IIpousBoacTBEHHAS : MNB/05/263 : . JITI-Ne(001951)-(PI'-RU)
Homep PY
JuneHs3ust Ne
Analysis performed according ND: / Anaan3 nposegen no HJI: JITT-Ne(001951)-(P[-RU) dt. 14.03.2023 / JIII-
Ne(001951)-(PT-RU) ot 14.03.2023

Page 8 of 9/ Crp. 8 M3 9

HaumenoBanue, agpec, JHIEH3Hs AJIs J-p Penau’c Jlaboparopuc JIta., Unaus, [IpousBoAcTBEHHOE
ITpou3BoACTBEHHAS MJIOMAAKA / nozapasaenenue-6, Bun. Kxons, Hanarapx Poyn, Bapau, Juctpuxt
ILIoMIaiKa KOHTPOJIsI KayecTBa / Conan, X.I1., 173205, Unaus (muuensus nomep MNB/05/263)
IInomragxa BHIyCKA

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/00554-2022 dt.
02 September 2022) 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».

3aka10ueHHe 0 coOTBeTCTBHH: «HacToAIMM 51 MOATBEPXKAI0, YTO TMPUBEAEHHAs BbILIE MHGOPMALMs ABIACTCS
JOCTOBEpHOH M TOUHOM. DTa cepus MPOAYKLMH NpoU3BeieHa (BKIIOYas YMAKOBKY (MapKMpOBKY) M KOHTPOJIb
KauecTBa) HA BhIIIEYKA3aHHOW [POM3BOACTBEHHON TIUIomaake (Muomanakax) B IOJHOM COOTBETCTBHH C
TpeGopanusamu [lpaBun Haanexaiel MPOU3BOJCTBEHHOK MpakTuku EBpasuifckoro S5KOHOMHYECKOro COr3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centadps 2022) v Tpe6OBaHUIMHU KOHTPOJIs KAUeCTBa JIEKAPCTBEHHBIX CPEACTB,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [TpoxykT cooTBeTcTBYeT TpeboBanusam H/I 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroneHo: Santosh Kumar [Tposepeno: Himesh Kumar Onobpeno: Menemxkep / Pykosoaurens
Maurya Manoj Kumar

E | = (e
Date / Date / | Date /
Jara: 30-11-2023 Hara: 30-11-2023 Hara: 30-11-2023
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Mpoaykr: JlucneBukT" TabJIETKH, IOKPBIThIE MIEHOUHOH 060104KOH, 100 Mr
Market / PriHok : Russia / Poccus
Batch No / ) Batch Quantity / . 848010 tab /
Cepust Ne V2302381 O6nem cepun " 848010 tab
Analytical Repoz‘t No/ - 890001703564 Date.of Analysis / . 30/11/2023
AHaguTHYeCKHI oTueT No Jara anaanza
Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026
JaTa ripon3BoACTBA T'ogen oo
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAs : MNB/05/263 : ¢ JIII-Ne(001951)-(PI'-RU)
Homep PY

JHIeH3Hs Ne
Analysis performed according ND: / Ananns npoegen no HJI: JITI-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-
Ne(001951)-(PI'-RU) ot 14.03.2023
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a TaK)KE B COOTBETCTBUM CO CHeUM(PUKALUAMHU, COAEPIKALIMMHCSA B PETHCTPALIMOHHOM AOCHE CTPaHbI-UMIIOPTEPA.
3armKcH N0 IPOU3BOJICTBY, yIIAKOBKE M aHAJIW3Y [IPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE TpeOoBaHuAM [IpaBun
HaJJIexallei Mpou3BOACTBEHHOM NMpakTUKU EBpa3suiCKOro 5KOHOMHUYECKOTO COr03a».

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykt cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToxrorosneno: Santosh Kumar

Maurya Cﬂ’
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Checked by /
[Mpoeepeno: Himesh Kumar
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Approved by: Manager/Executive /
Onobpeno: Mexnemxkep / PykoBoaurenn

Manoj Kumar @ 7

Date /
JlaTa: 30-11-2023

Date /

Hara: 30-11-2023

Date /
Jara: 30-11-2023
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