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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 98166 56001-02

CEPTUD®UKAT AHATTM3A

www.drreddys.com

j Product : Nise® (Nimesulide) tablets 100 mg

| Mpoxykt: Hais® (numecynun) tabierkn, 100 Mr

| Market / Puinox : Russia/ Poccus

| Batch No/ Batch Quantity / 5000000 tab /
Cepusa Ne W2soes Pa3mep cepun 5000000 Tab
Analytical Repovrt No/ 040002810659 Date of Analysis / 18.02.2025
Anajuruueckuii oTuet Ne JlaTa ananmnza
Date of Manufacture / 01/2025 Date of Expiry / 12/2027
Jara npoussoacTea I'oxen 10
Mfg. License No. / MA ber: /
IIpou3BoCTBeHHAN MNB/05/263 H nmoer: : JITI-Ne(006398)-(PI"-RU)

omep PY

Junen3ns Ne

Analysis performed according ND / Anajus nposeaen mo H/I: JII-Ne(006398)-(PT'-RU)-310724

Pagelof 6/ Crp.1 u3

Ne | Test/Ilokazarean

Result / Pe3yabTaThl

1 Appearance / Onucanue

Yellowish white round
biconvex tablets with smooth
surface. / Beble ¢ )KeNTOBATHIM
OTTEHKOM KpYTJble
JBOSKOBBIMYKJIbIE TAOIETKH C
INaAKoi TIOBEPXHOCTEIO.

Specification / Hopma

Yellowish white round biconvex tablets
with smooth surface. / bensle ¢
JKEJITOBAThIM OTTEHKOM Kpyribie

JBOSIKOBBIMTYKJIBIE TabJeTKU C IIIafKoi
MOBEPXHOCTBIO.

Identification /
HaenTuduranus

The retention time of the main
peak in the chromatogram of test
solution corresponds to the
retention time of the main peak
in the chromatogram of
nimesulide reference standard
solution. / Bpems ynepKusaHusa

OCHOBHOTO MHKa Ha
XpOMaTorpaMMme HCIBITyEMOTO
pacTBopa COOTBETCTBYET
BpEMEHH yAep>KUBAHHS
OCHOBHOTO nHKa Ha
XpoMaTorpamme pacTBopa
CTaHaPTHOTO obpazua
HUMECYIIHAA .

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems yaep>KHBaHHA
OCHOBHOIO THMKa Ha XpOMaTorpamme
HCIBITYEMOT'O pacTBOpa JIOJDKHO
COOTBETCTBOBATH BpEMEHH YAEP)KHUBaHUS
OCHOBHOIO MHKa Ha XpoMmaTorpaMme
pacTBopa CTaHJApTHOTO obpasua
uuMecysuaa (pasgen «KonudyecTBeHHOe
OTIpeJIEieHUEY).

Remarks : The Product confirms to ND/
Ipumeuanne: [Tponykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
[TonrorosneHo: Pravesh Rana

Checked by /
IIpoBepeHo: Rama Kant

ll"’\&;’

Approved by: Manager/Executive /
Onobpero: Menemkep /, PykoBoaurens
Amit Kumar

N

Date /
Hara: 04.06.2025

Date /
Hara: 04.06.2025

Date/
Jata: 04.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com
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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 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

| Product : Nise® (Nimesulide) tablets 100 mg

| HpoaykT: Haiiz® (uumecynunn) tabnetku, 100 Mr
Market / Poinok . Russia / Poccus

JHneH3us Ne

Batch No/ h Batch Quantity / 5000000 tab /

Cepusa Mo | V2SI ULEE Pa3zmep cepun 5000000 Tab

Analytical Repourt No/ . 040002810659 Date of Analysis / 18.02.2025
AunanuTHyecknil oTyeT Ne JlaTa anaau3a

Date of Manufacture / . 01/2025 Date of Expiry / 12/2027

Jata npou3BoaCTBa I'open 1o

Mfg. License No. / MA ber: /

TIpoH3BOACTBEHHAS : MNB/05/263 HOM‘e‘;‘l‘,‘y‘*r' : JIII-Ne(006398)-(PI"-RU)

Analysis performed acc_ording ND / Anayms nposenen no HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page2 of 6/ Crp. 2 m3

=)

3 Average weight and Complies / CooTBeTCTBYET 310 mg £5.0 %
uniformity of weight / 312.3 mg/ 312.3 Mr 18/20 tablets - not more than £ 5 %
Cpenusist Macca H
OJXHOPOIHOCTH MACCHI 2/20 tablets - not more than + 10 %. /
310 Mr+5,0 %
18/20 Tabnerok — He bonee = 5 %
2/20 tabnetok — He 6onee + 10 %.
4 Water / Boga 24%/2.4% Not more than 6.0 %. / He 6onee 6,0 %.
5 Dissolution / PactBopenne Unit-1 / Ta6n.-1 96 % He menee 75 % (Q) oT HOMUHANIBLHOTO
Unit2 / Tabi2 96 % copepxanus Ci3H2N20sS (Humecynun)
' yepes 45 MHH.
Unit-3 / Ta6n.-3 97 %
Unit-4 / Tabn.-4 98 %
Unit-5 / Ta6n.-5 98 %
| Unit-6 / Tabn.-6 96 %
6 | Related substances / PoncTBeHHbIe IPAMECH

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorsercTByeT Tpebopanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by /

IToarorosneno: Pravesh Rapa

J A

[IpoBepeno: Rama Kant

Approved by: Manager/Executive /

Ono6pero: Menemwiep / PykoBoauTes

Amit Kumar N~
\

-~

NV
Date /
Jlata: 04.06.2025

Date /
Hara: 04.06.2025

Date /
Jara: 04.06.2025

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
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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKEAT AHAJIM3A

www.drreddys.com

fProductﬁ:ﬁse® (Nimesulide) tablets 100 mg

| IpoaykT: Haii3® (uumecynua) Tabnerku, 100 mr -
Market / Poinok . Russia / Poccus
Batch No/ _ Batch Quantity / . 5000000 tab /
Cepus Ne # V2500184 Pazmep cepun " 5000000 Tab
Analytical Repo“rt No/ - 040002810659 Date of Analysis / 18.02.2025
AHaJdHTHYECKHH oTUyeT No JaTa ananusza
Date of Manufacture / . 01/2025 Date of Expiry / 12/2027

Hdata npou3soacTaa T'open 1o
Mfg. License No. / NTA ber: /
IlponsBoACTBEHHAS : MNB/05/263 H numoer: : JITI-Ne(006398)-(PI"-RU)

omep PY
_uueHsus Ne
Analysis performed according ND / Anayms nposeaen no HJI: JITI-Ne(006398)-(PT-RU)-310724

Page 3 of 6/ Ctp. 3 u3

| Impurity A / TIpumecs A Below LOD (LOD =0.0019 %) |Not more than 0.20%; / He Gonee
/ Huxe nipenena obuapyxenus | 0,20 %;
= [+)
. (O =0.0019:%) Not more than 0.20 %; / He 6Gonee
Impurity B / Ilpumecs B 0.03 % 0,20 %;
Not detected / 6 %;
Impurity C / [Tpumecs C ot aetecied / HE OOHapy>KCHA I(;Ig_t) o/m.ore than 0.20 %; / He 6onee
b 0’
Impurity D / [Tpumecs D Not detected / He obHapykeHa glgz) (;nore than 0.20 %; / He Gonee
> o,
Impurity E / Tlpumecs E Not detected / He o6Hapy»xeHa y% Or/nore than 0.20 %; / He 6Gonee
> o,
. Not more than 0.20 %; / He 6onee
Impurity F / [Tpumece F Not detected / He o6HapysxeHa | () 20 %;
Individual unidentified 0.02% Not more than 0.20 %; / He Gonee
impurity / Enunuynas 0,20 %;
HeUIeHTUUIIMPOBaHHAS ’
npuMech
. o B
Eg;ﬁec:;pmnes /- Cymma DRI Not more than 1.5 %; / He 6ouee 1,5 %;
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tponykr coorBeTcTBYeET Tpebopanuam H/L 3axiawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Pravesh Rana IIposepeno: Rama Kant OnobpeHo: Menemkep /\Pykopoantens
IM\LE_ Amit Kumar '
{
Date / Date / Date / )
Hara: 04.06.2025 Hara: 04.06.2025 Hara: 04.06.2025

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

Qe
Dr. Red dy,s "... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02
- o CEPTUDHKAT AHAJIU3A www.drreddys.com
Product : Nise® (Nimesulide) tablets 100 mg
| OpoayxT: Haiis® (Humecynun) Tabnetku, 100 Mr

Market / Poinox : Russia / Poccus

Batch No/ . V2500184 Batch Quantity / 5000000 tab /

Cepus Ne ' Pa3mep cepun 5000000 Tab

Analytical Repo‘f't No/ - 040002810659 Date of Analysis / . 18.02.2025

AHanuTHYecKkHil oTaeT No Jara aHaju3a

Date of Manufacture / - 01/2025 Date of Expiry / . 122027

JMara npounssoacTea T'open no

Mfg. License No. / MA ber: /

IIpoH3BOACTBEHHAS : MNB/05/263 H T er: : JIII-Ne(006398)-(PI"-RU)
omep PY

JHuen3us Ne

Analysis performed according ND / Anaan3 nposeaed mo HJI: JITI-Ne(006398)-(PT-RU)-310724

Page 4 of 6 / Crp. 4 m3
7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OaHOpOAHOCTL 26 less than or equal to 15.0. / Iloka3zarens
JAO3HPOBaHHA ’ npuemsieMoctd (AV) nommkeH OBITh He
6omnee 15,0.
8 | Microbiological purity* / MukpoGuoornieckas 4acrora*
a) Total Aerobic Microbial NA Not more than 10* CFU/g. /
Count / O6wee uucno He 6onee 10° KOE/T.
YKU3HECTIOCOOHBIX adpOOHBIX
MHKpPOOPTraHH3MOB
b) Total Combined Yeast and NA Not more than 102 CFU/g. /
moulds count / Obiuee uucio He 6onee 10 KOE/T.
IPOMOKEBBIX M IUIECHEBHIX
rpubos
¢) Escherichia Coli NA Shall be absentin 1 g. /
OtcyrcTBUe B 1 T.
9 | Assay/KoaudecTrBenHoe 99.2 mg/ 99.2 Mr 90.0 to 110.0 mg of Ci;3H;aN2OsS
onpeaeseHHe (nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci3H;2N>OsS (Humecynun)
B TabseTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoayxt cooTBercTByeT Tpeboanusam HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana ITpoBepeno: Rama Kant Onobpeno: Menemxep / Pykosoantens
j &ukd-& Amit Kumar A\
P ' ~ [
Date / Date / Date / !
Hara: 04.06.2025 Jlata: 04.06.2025 Jara: 04.06.2025

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

Qe
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02
CEPTHOHUKAT AHAJIU3A www.drreddys.com

] Product : Nise® (Nimesulide) tablets 100 mg
| HpoayxT: Haiiz® (x-mmecynmx) tabnetk, 100 mr

Market / Poinok . Russia / Poccus

Batch No/ , Batch Quantity / 5000000 tab /

Cepus Mo - V2500184 Pa3mep cepun " 5000000 Tab

Analytical Repovrt No/ . 040002810659 Date of Analysis / . 18.02.2025

| AHaJIMTMYECKHH 0TYeT Ne Hara anaanza

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2027

Jlara np ouzBoacTBa Togen go

Mfg. License No. / MA ber: /

IIpou3BOACTBeHHAS : MNB/05/263 H N e : JIT-Ne(006398)-(PI"-RU)
omep PY

JuneH3ws Ne

Analysis performed according ND / Anaym3 nposeaen o H/L: JII-Ne(006398)-(PT-RU)-310724

Page50f 6/ Crp.5u3 6
10 | Packaging / Ynakoska 10 tablets in a PVC/aluminum |10 tablets in a PVC/aluminum blister. 1,
blister. 2 blisters and a package |2, 3 or 10 blisters and a package leaflet in
leaflet in a carton. / Ilo 10 |a carton./
tabnerok B IIBX/amomunuesom |ITo 10 Tabnerok B IIBX/anomuHueBOM
6nucrepe. ITo 2 6rmcrepa BMecte | Giuctepe. Io 1, 2, 3 wam 10 Gnmcrepos
C JINCTKOM-BKJIa/IbIIIIEM B MA4Ky | BMECTE C JIMCTKOM-BKJIAJBIIIEM B MauKy
KapTOHHYIO. KapTOHHYIO.
E 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. /
* _ AHamu3 mo nokasaTenro «MUKpoOHONIOrHYecKash YHCTOTa» MPOBOAMTCS MPOM3BOAUTENIEM MPHU  BBHIITYCKE
HepHONYECKH (C HHTEPBAJIOM OHO HcnbITaHke Ha 20 cepHit wid He MeHee 1 pasa B rox). [lokasaTenb MoxeT GbITh He
prrodeH B CepTudukar aHanuza GUpMBL

API name (INN) / HaumenoBanue A®C (MHH): Nimesulide / Humecynuz
API manufacturer batch number / NMS/14100706, NMS/14100707
Homep cepun npouspogurens APC:

FP Manufacturer API Batch number / FERA00635, FERA00636

Howmep cepun cy6crannun npouspoautess I'JI®:

API Manufactured by & country / Aarti Drugs Limeted / Aaptu JIparc Jlumuten
ITpoussoautens A®C, crpana:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT coorBeTcTBYET Tpebosanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotornexo: Pravesh Rana IIposepeno: Rama Kant Ono6peno: MeHemwxkep / PVKOBo;mTeJIL
_ Muﬂ‘ Amit Kumar A
.2 s J —
Date / Date / Date / '
Jara: 04.06.2025 Jara: 04.06.2025 Jata: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4800 2999, Email: mall@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

LX)
DI'. ReddY’S ‘.... Vili. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tei:+91 98166 56001-02
CEPTHOUKAT AHAJIM3A  www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
IIpoaykr: Haiis® (Humecynun) Tabnerku, 100 mr
Market / Poinox : Russia / Poccus
Batch No / I Batch Quantity / 5000000 tab /
Cepus Ne e Pazmep cepun " 5000000 Tab
Analytical Report No / . 040002810659 Date of Analysis/ | 18.02.2025
AHaTHTHYeCKHH oTueT Ne ~ Jara anaau3a ) T
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2027
Jarta npon3BoacTBa T'ogen xo
Mfg. License No. / MA ber: /
IponsBoACTBeHHAS . MNB/05/263 e . JITI-Ne(006398)-(PT"-RU)
' Homep PY
| THnensHs Ne B
| Analysis performed according ND / Anasmus nposenen no HJL: JII-Ne(006398)-(PT-RU)-310724

Page 6 of 6/ Crp. 6 3 6

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
manufacturing site / Control site / Release site / 173205, India (license No MNB/05/263) /
HanmenoBaHnue, aapec, JUIEH3Hs 1 I-p Pennu’c Jlabopatopuc Jlta., Uunus,
Ipon3eoacTBeHHas MiIomaaka / Ilnomanka [MpousBoacTBeHHOE noapasaeneHue-6, Bumwi. Kxons,
KOHTpoJA kadecTBa / Ilnomanka BeINyCKa Hanarapx Poya, bagau, Juctpukt Conan, X.I1., 173205,
Wnnns (munenszus Ne MNB/05/263)

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. 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».

3aKk/I04eHHe 0 COOTBeTCTBHH: «HacTosmuMm g MoaTBepXKAal0, YTO NMpHBEJECHHAs Bbille MHQOPMALMA SBJIAETCS
JOCTOBEPHOMH M TOYHOMR. DTa Cepust MPOAYKLMH IPOK3BeieHa (BKIIIOUAs YIaKOBKY (MAPKHPOBKY) H KOHTPOJb Ka4eCTBa)
Ha BBIIIeyKa3aHHON NMPOM3BOACTBEHHOM IUIOIaKe (IUIOIAAKax) B MOJHOM COOTBETCTBHM ¢ Tpe©oBaHusAMH IlpaBii
HaJUIeXallieH pou3BOACTBEHHOMN NpakTuku EBpasuiickoro skoHomuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeOOBaHMSAMH KOHTpOJS KayecTBa JIEKAPCTBEHHBIX CPEICTB, @ TAKke B COOTBETCTBHH CO
cnenuUKALMAMY, COAEPKALUMMHUCH B PETHCTPALMOHHOM JIOCHE CTPAHBI-MMIIOpTepa. 3amuCH IO MPOHU3BOACTBY,
YIaKOBKE M aHAIM3y TPOBEPEHbl, M YCTAaHOBIGHO HX COOTBeTCTBME TpeGoBanusaM IlpaBuin Haanexaruen
MPOU3BOACTBEHHOM MpaKTHKK EBpa3sHicKOro 3KOHOMUUYECKOIO COI032Y.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykr coorBeTcTByeT Tpebobanuam HJI 3axiouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonroroeneno: Pravesh Rana [Iposepeng: Rama Kant Onobpeno: Menemkep / Pykosogurens
’ ”M“’L Amit Kumar - L
P [ = EN
Date / Date / ' Date / '
Hara: 04.06.2025 Jara: 04.06.2025 Hara: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



