Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA
lel : +91L 981656 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

‘Product: Nise® (Nimesulide) tablets 100 mg

HPOEYET:_ Haii3® (numecymun) Tabnetku, 100 mr B = ——
Market / Poinok Russia / Poccus

Batch No/ ) Batch Quantity/ 5000000 tab /

Cepnst Ne | HEs015gy Pasmep cepun 5000000 Tab

mmalyeical Repoxi- Noy 890001823208 Date of Analysis/ o 54079035 *
AHajuTHYEeCKHH oT4yeT No Jara anannsa

Date of Manufacture / 06/2025 Date of Expiry / 05/2028

Jara npou3BoacTBa —— T'oaen jo o

Mfg. License No. / . ber:/

IlpousBoacTBeHnas : MNB/05/263 S ¢ JIIT-N2(006398)-(PT"-RU)

Homep PY

| JiHueH3usn Ne -
| Analysis performed according ND / Anasm3 npoeaen mo HJI: JITI-Ne(006398)-(PT'-RU)-310724

Page 1 of 6/ Cp. 1 u3 6

| Ne | Test / Tlokazarenn

| Result / Pe3yabTaThl

Specification / Hopma

|1 Appearance /Onucanne

Yellowish white round biconvex
tablets with smooth surface. /
Bbenele ¢ )KenTOBaTHIM OTTEHKOM
KpyrJibie ABOSAKOBBINYKIIBIE
TabNeTKU C rNagKoH
MOBEPXHOCTBIO.

Yellowish white round biconvex tablets
with smooth surface. / benple ¢
JKEJITOBATHIM OTTEHKOM KpYTJible
JBOSKOBBITYKIIble TabNeTku C TriajKkoH
MIOBEPXHOCTHIO.

2 Identification /
Npentupuranmus

The retention time of the main
peak i the chromatogram of test
solution corresponds to the
retention time of the main peak in
the chromatogram of nimesulide

reference standard solution. /
Bpems ynaepHBaHHs OCHOBHOIO
nMKa Ha XpomaTorpamme
HCIIBLITYEMOrO pacTBopa
COOTBETCTBYET BpEMEHH
_V'T'(ﬁp‘oKHRﬂHHH QACHORHAT N MUAKA RA
XpoMaTorpamme pacTBopa
CTaHAApPTHOI'O o0pazua
HUMECY WA,

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the |
mam peak in the chromatogram of |
nimesulide reference standard solution
(section Assay). / BpeMs ynep>kuBaHHA
OCHOBHOTO TNHKa Ha XpomaTorpamme
HCIIBITYEeMOTO pacTBopa JTOJDKHO
COOTBETCTBOBAThH BPEMEHH Y AP KUBAHHS
OCHOBHOIO TNWKa Ha XpoMaTorpamme
nAcTROPA CTAHMANTHOrQ obpasua
Humecynuaa (pasnen «KonnuecTBeHHO®
OIIpEeIETIEHHER ).

3 | Average weight and
uniformity of weight/

Complies / CooTBeTCTRYET

310 mg+5.0 %

Remarks < The Product confirms to ND/

Ipumeuanue: [Ipoaykt coorBeTcTBYeT Tpeboanusm HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive/
[Toarotoeneno: Shagun 9, | IlpoBepeno: Praves h/ 12 Onob6peHo: Menemxep / Pykpposurens
/ : Pavan Kumar Sharma e
1 =l
Date/ Date/ Date/
Hara: 23.07.2025 Jara 23.07.2025 Jata: 23.07.2025

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

CIN: £L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘3.’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distic Solan, H.P., 173 205, INDIA
Tel : +91 98166 5600L-02
wwwdrreddys.com

CEPTHOHIKAT AHAJIM3A

"Product : Nise® (Nimesulide) tablets 100 mg

| munen3zua Ne

| Analysis performed according ND / Anaan3 nposeaen no HJI: Jm-N_‘9(003398)-(PF-RU)-310724

ITponyk™: M 3® (Humecynua) Tabnetky, 100 mr —

Market/ PoiHok : Russia / Poccus o
Batch No/ : Batch Quantity/ _ 5000000 tab /

Cepns N2 § ¥2501329 Paszmep cepuu * 5000000 Tab

Analytical Repovrt No / . 890001823208 Date of Analysis / . 23.07.2025
AHaJUTHYeCKHH oTYeT N2 Jara anaimza

Date of Manufacture / 06/2025 Date of Expiry / . 05/2028

JlaTa npousBoacTBa T'ogen no =

Mfg. License No./ MA ber:/

IlpoH3E0AcTBeHHAN : MNB/05/263 HOM::'I‘,‘Y”' : JITT-Ne(006398)-(PI"-RU)

Page 2 of 6/C1p. 2 13 6

| Cpeauss Macea u
0IHOPOJHOCTH MACCHI

|

309.6 mg/ 309.6 mr

18/20 tablets - not more than+ 5 %
2/20 tablets - not more than+ 10 %. /
310 Mr £ 5,0%

18/20 TaGnetok — He H6onee £ 5 %

2/20 tabnerok — He 6onee + 10 %.

2.9%
Unit-1/ Ta6n.-1

4 Water / Boga

| Dissolution / Pacteopenne

|

| Unit-2/Tabn-2 |

Not more than 6.0 %./ He 6onee 6,0%.

Unit-3/Ta6n.-3

Unit-4/ Tabn.-4

Unit-5/ Tabn.-5

Unit-6/ Ta6.-6

98 % He menee 75 % (Q) or HOMHHANLHOTO

990, | SOAcpxaHuA CisHi2N>OsS (Hiwmecynun)
depe3 45 MHH.

98 %

97%

96%

97 %

6 | Related substances / PoacTBembie npuMecH

Impurity A /TIpumecs A

Impurity B / ITpumecs B

Below LOQ (LOQ = 0.0057 %) /
Huxe npenena KOJUYECTBEHHOr O
onpenenenns (IIKO = 0.0057 %)

0.02 %

Not more than 0.20%; / He 6osnee
0,20%;

Not more than 0.20%; / He O6oiee
0,20%;

Remarks - The Product confirms to ND/
IIpumeuanue: [lpoaykt cooTeeTcTBYET TpeboraHUsIM HJI

Conclusion : APPROVED/
Jaxmouyenne: OJJOBPEHO

Prepared by / Checked by/

=

ITonrorornexo: Shagun é/ IIpoeepeno: Pravesh I}ana

Approved by: Manager/Executive /
OnobpeHo: Menelkep / Pykoeonuteins
Pavan Kumar Sharma =

i —

Date/
Jara: 23.07.2025

Date/
Jara: 23.07.2025

Date/
Jara: 23.07.2025

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘.':‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt Solan, H.P., 173 205, INDIA
el : +91 95166 56001-G2
www.drreddys.com

CEPTHOUKAT ALAJIM3A

' Product: Nise® (Nlmesuhde) tablets 100 mg
IIpoaykr: Haiin® (HnMecymm) Tabnerky, 100 mr

Market/ PblHOK

: Russia / Poccuﬂ

Batch No / : Batch Quantity/ ~ 5000000 tab /

Cepus Ne ¢, V2snIEge Pazmep cepin 5000000 Tab -
| Analytical Repovrt No / 890001823208 Date of Analysis / ©23.07.2025

AHANHTHYECKHH OTHeT Ne = Hata anannsa

Date of Manufacture / 06/2025 Date of Expiry / 05/2028

Hara npon3BoaACcTBa I'omen xo -

Mfg. License No./ MA ber: /

Ipon3BoACTBEeHHAS : MNB/05/263 o FTEE : JIIT-Ne(006398)-(PT"-RU)

omep PY
 JiuneH3us Ne |

Analvs1s  performed according ND / Auaans nposenen mo HJI: JITI-Ne(006398)-(PT'- RU) 310724 |

Impurity C/ ITpumecs C

Not detected / He oOHapy>keHa

Page 3of 6/CTp.3 13 6
Not more than 0.20 %; / He 6oinee
0,20 %;

o/ .
Impurity D /Tpasecs D Below LOD (LOD = 0.0049 %) / g‘;toojn_ore e GEMSE / Ee Goies
Hike mpeaena o6HapyskeHHs =k
' (IO = 0.0049 %)
Impurity E / TTpumecs E | Not detected / e o6Hapyxena |Not more than 020 %; / He Gosee |
0,20 %;
a/.
Impurity F / Ilpumecs F Not detected / ve o6Hapyxkena I(;Ig‘;) Ojn. ety 2080 % Lck:Gomgs
b 09
- . . Below LOQ / Huwxe npenena
¥nd1v1fiual unidentified KOJIM4ECTBEHHOTO onpeaesenns | Not more than 0.20 %; / He Goiee
impurity / E nyanunas 0,20%:
HenaeHTUdUIpoBaHHAS
IpUMeCh
Hual SR itics f (G 0.02% Not more than 1.5 %; /He 6onee 1,5 %,
npumeceit
7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OagHopogHOCTH 28 less than or equal to 15.0. / IlokazaTenn
JO3HPOBAHHS ' npuemnemMoctd (AV) nomkeH ObITh He

6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTeeTcTBYeT TpeboranusM HJQ

Conclusion : APPROVED /
3axkiaouenne: OJJOBPEHO

Prepared by /
IToarororneHo: Shagun

-

o

Checked by/
[IposepeHo: Pravesh Rana

1

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyﬁao.ﬂmem)
Pavan Kumar Sharma -

/_,’.-/-"

Date/
Harta: 23.07.2025

Date/
Jarta: 23.07.2025

-

Date/
Hara: 23.07.2025

Registered Office:

8.2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, India

Tel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98Lbb 560UL-UL

www drreddys.com

CEPTHOHKAT AHAJIM3A

" Product : Nise® (Nimesulide) tablets 100 mg

! Hpoglgﬁ_ﬂaﬁ3® (aumecysmn) Tabnetku, 100 mr

| Market / PuiHok

Russia / Poccus

Batch No/ Batch Quantity/ 5000000 tab =

Cepus N2 Ve Pa3mep cepun " 5000000 Tab

Analytic al Repo:’t No / 890001823208 Date of Analysis / . 23.07.2025
_AHAJHTHYECKHH 0THeT Ne Jlara ana/n3a

Date of Manufacture/ . 06/2025 Date of Expiry / . 05/2028

Jata npouspoacTea | I'onen mo

Mfg. License No. / | MA _—

Ilpou3sBoACTBeHHAS : MNB/05/263 e o : JII-Ne(006398)-(PI"-RU)

Homep PY

| JIHIeH3H Ne o

| Analysis performed according ND / Auaims nposegen no H/I: JI]I—Ne(O(JbB@)B)-(PF-RU)-3107§4 N r

8 Nﬁcrobiological purity* / Mmcpoﬁnaomqecxaﬂ yHeroTa*

Page 466/ Crp.4m36

. a) Total Aerobic Microbial | NA Not more than 10° CFU/g./
Count / Ofwee 4uciIO He 6Gonee 103 KOE/T.
YKHM3HECTIOCOOHBIX a3 POOHBIX
MHKPOOPraHU3MOB
| b) Total Combined Yeast and NA Not more than 102 CF_IJ/g. 7 —[
moulds count / Obuiee uncno He Gonee 102 KOE/r.
NPOJNOKEBBIX W ILIECHEBBIX
rpuboB
¢) Escherichia Coli - NA Shall be absentin 1 g. /

OtcyrcTeue B 1 T.

onpeJeieHHe

9 Assay / KonmecTBenHoe

97.7 mg/ 97.7 Mr

90.0 to 110.0 mg of Ci;3Hi2N.OsS
(nimesulide) per tablet. / Or 90,0 no
110,0 mr C3Hi2N2OsS  (Humecymin)
B Tabnerke.

10

Packaging /Y nakoBka

10 tablets in a PVC/aluminum
blister. 3 blisters and a package
leaflet m a carton. / Ilo 10
Tabnerok B I[IBX/amomuHuesom
onucrepe. [To 3 61uctepa BMecTe ¢
JIMCTKOM-BKJIAABILIEM B  Ma4Ky
KapTOHHYIO.

10 tablets in a PVC/aluminum blister. 1,
2,3 or 10 blisters and a package leaflet in
a carton./

ITo 10 Tabnerok B IIBX/anioMuHHEBOM
6mmmcrepe. [lo 1, 2, 3 wmm 10 6rmctepos
BMECTE C JIMCTKOM-BKJIA/IBIIIEM B MAa4Ky
KapTOHHYIO.

Remarks < The Product confirms to ND/

IIpumeuanue: [Iponykt cooTBeTcTBYET TpeOoBaHusaM HJ|

Conclusion : APPROVED /
3axawuenne: OJOGPEHO

Prepared by /
Tloaroropneno: Shaguri S\‘w

Checked by/
[IpoBepeno: Pravesh Rana

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Py kqsoautens

Pavan Kumar Sharma L —
B

Date/
Jara: 23.07.2025

Date/
ara: 23.07.2025

Date/
Jara: 23.07.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -500034, Telangana, India
Tol: +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:; +51 58165 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIM3A

' Product: Nise® (Nimesulide) tablets 100 mg
Ipoxyx®: Haitz® ( Humecynna) Tabnetkn, 100 mr

Market / Poinok . Russia / Poccus = B [
Batch No/ - Batch Quantity/ 5000000 tab /
Cepus Ne s V2501328 Pasmep cepumn " 5000000 Tab
Analytical Repovrt No/ . 890001823208 Date of Analysis/ . 23.07.2025
AHaJHTHYeCKHI 0TueT No JlaTa anaqamuza ———
_ Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028
| JlaTta npousBoacTBa | Tonmen oo
| Mfg. License No./ e g
IIpouseoacTBReHHAs : MNB/05/263 Homep PY : JII-Ne(006398)-(PI"-RU)

uen3uda Ne

| Analysis performed according ND / Ananu3 npoBeaen mo HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page Sof 6/ Crp. 5u3 6

* - The test for Microbiological Purity is periodically performed by the manufacturer at release (with an interval of one
test per 20 batches or at least once per year). The test may be absent from the Company's certificate of analysis./

* - AnanM3 no mnokasatemo «Mukpobuosiornyeckas YHCTOTa» MPOBOJUTCA IPOM3BOAMTENEM IPH  BBINYCKE
NepUOANYECKH (C MHTEPBAIOM OJIHO McnbiTaHue Ha 20 cepuii Wiu He MeHee | pa3a B rox). [lokazaTtens MoxkeT OHITE He

BkJroueH B CepTudukaT aHanuza Gupmsl.

API name (INN) / Haumenosanne A®C (MHH): |

Nimesulide / Humecymun |

API manufacturer batch number /
Homep cepun npoussoautesias ADC:

l NMS/125020166, NMS/125020170, NMS/125030236 |

! —

FP Manufacturer API Batch number/
Homep cepun cyOcTaHIHH NPOU3BOIHTENS
TJId:;

API Manufactured by & country/
IIpoussoautens ADC, cTpaHa:

FESA00129, FESA00190, FESA 00191

Aarti Drugs Limeted / Aaptu [parc Jlumuren

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanue, agpec, IMIEHIHS s
IIpouszBoacTBenHasa nuaomaaka / Ilnowmagka
KOHTpOJIs1 KadecTBa / Illomaaka Beimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263) /

I-p Penau’c Jlabopatopuc Jita., Muausa, IlpousBoacTeenHoe
nonpaszenenve-6, Buni. Kxons, Hanarapx Poya, banay,
Huctpuxt Conan, X.I1., 173205, Mumus (nuuensus Ne
MNB/05/263)

Remarks : The Product confi rms to ND/

Conclusion : APPROVED /

IIpumeuanune: [Ipogykt cooTBeTcTBYET TpeboBanuiM HJJ 3axmouenne: OJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive /

[Noaroroeneno: Shaeun SV IIpoeepeno: Pravesh Rana Opnobpeno: Menemxep /P ygoBogHTens
jz Pavan Kumar Sharma . ;-/-/

‘Date/ ' Date/ Date/ )

JHara: 23.07.2025 Jara: 23.07.2025 Hara: 23.07.2025

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.
Formulation Unit-6

Vill, Khol, Nalagarh Road, Baddi,
Distt Solan, H.P., 173 205, INDIA
jei: +91 981656 560061-02
www.drreddys.com

Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS
. - CEPTHOHUKAT AHAJIM3A
| Product : Nise® (Nimesulide) tablets 100 mg
IMpoaykr: Haiiza® (numecynua) Tabneriu, 100 mr
Market / Poitok

Russia / Poccust

' Batch No/ _ Batch Quantity / 5000000 tab /

| Cepust Ne 3 WEa0l s | Pasmep cepun 5000000 Tab
Analytical Repo:‘t No/ 890001823208 Date of Analysis / 23.07.2025
AHanMTHYecKHn  O0TYET Ne Jara ananunsa
Date of Manufacture / - 06/2025 Date of Expiry /  65/2028 |
Jlata nponsBoacTBa = I'onen no -
Mfg. License No. / - N
Ilpou3BoacTBeHHAS : MNB/05/263 - e : JI1-Ni2(006398)-(P[-RU)

omep PY
| anmensust Ne

Analysis performed according ND / Anaau3s nposeaen mo HJI: JITI-No(006398)-(PT"-RU)-310724
Page 6 of 6/CTp. 6 M3 6

Declaration of certification: <« 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. 23
July 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».

3ak.ouenne o coorBeTcTBHH: «HacToswmuM # MOATBEpXKNAIO, YTO MPHUBEJEHHAs Bbille HHGOpPMALUs SABIIETCS
JIOCTOBEpHOH ¥ TOUHOM. DTa cepua NPOAyKLMM POU3BeAcHa (BKJIIOUas YNAaKOBKY (MapKHUPOBKY) U KOHTPOIlb Ka4ecTra)
Ha BBILICYKa3aHHOH MPOM3BOACTBEHHOH Mjowlajike (TUIOIAaAKax) B MOJHOM COOTBETCTBHM ¢ TpebosaHHAMH [IpaBun
HajexaueH npousBoaAcTBeHHOH npakTuku Eppasuiickoro skonomuueckoro cotoza (Ne GMP/EAEU/RU/00554-2022
orT 23 wmrona 2022) u TpeOOBaHUAMH KOHTpPOJS KayecTBa JIEKAPCTBEHHBIX CPENCTB, 4 TaKKE B COOTBETCTBHH CO
crieltHbUKaLUsAMH, COAEPKALUUMMHCS B PErHcTPallMiOHHOM [JOChE€ CTpaHbl-AMIIOpTepa. 3alKCH MO INPOH3BOJCTBY,
YNaKOBKE€ W aHaJM3y TMPOBEpEHbl, W YCTAHOBNEHO MX cooTBeTcTBHe TpebosaHusim [IpaBnn  Hannexaluei
NIPOU3BOACTBEHHOMN NMPAaKTUKHU EBpa3suiickoro 3KkOHOMHUUYECKOTO COIO3a».

Remrarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHuaMm HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by/

Iloarorosneno: Shagun d,

/

-

IIpoBepeHo: Pravesh Rana

el

Approved by: Manager/Executive/
Opnobpeno: Menenxep / PKxoaonmem,

Pavan Kumar Sharma " o

Date/
Jara: 23.07.2025

Date/
Hara: 23.07.2025

Date/ v
Hara: 23.07.2025

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



