Dr.Reddy’s €3¢

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
www.drreddys.com

CEPTHDUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
| Hpoaywr: Haiiz® (mmu,}mu) Tabnerin, 100 Mr

Market / Poinox

. Russia / Poccus

Batch No/ I Batch Quantity / 5000000 tab /

Cepus Ne V2500284 Pa3mep cepun 5000000 Tab

Analytical Repovrt No/ 890001795590 Date of Analysis / 27.02.2025

AnanuTnyecknii oryer Ne Jlata anajauza

Date of Manufacture / 02/2025 Date of Expiry / 01/2028

Jara npousBoacTBa TI'onen o

Mfg. License No. / MA ber: /

IIpou3BOACTBEHHAS . MNB/05/263 H s : JITI-Ne(006398)-(PT"-RU)
omep PY

Janenzus Ne

{ Analysis performed according ND / Anaym3 nposenen no HJI: JITI-Ne(006398)-(PT"-RU)-310724

Pagelof 6/ Crp.1m36

Ne | Test/ Ilokazarean

Result / Pe3yabTaThl

1 | Appearance/ OnHcanne

Yellowish white round biconvex
tablets with smooth surface. /
Bengle ¢ KeTOBATBIM OTTEHKOM
KPYIJIble JBOSKOBBIMTYKIIbIC
TabneTKH ¢ rMagKoi
MTOBEPXHOCTHIO.

Specification / Hopma

Yellowish white round biconvex tablets
with smooth surface. / DBensie ¢
JKEITOBATHIM OTTEHKOM KpYIJIble

JABOSKOBBIITYKIIBIC TableTku ¢ rjagKoun
I[NOBEPXHOCTHIO.

2 | Identification /
Unenrnpuxanus

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 ynep>KuBaHHS OCHOBHOTO

MHKa Ha XpoMaTorpamme
UCTIBITYEMOTO pacTBopa
COOTBETCTBYET BpEeMEHH
yIep>KHBaHHs OCHOBHOTO TIMKa Ha
XpoMarorpamme pacTBopa
CTaHapTHOIO obpazua
HUMeECYJIUAA .

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 ynep>xuBaHHs
OCHOBHOTO IIMKa Ha XpOoMaTorpaMme
HCIIBITYEMOTrO pacTBopa IOJDKHO
COOTBETCTBOBATE BPEMEHH yIEPKUBAHUSA
OCHOBHOI'O IIMKa Ha XpoMaTorpamme
pacTBopa CTaHJApTHOIO obpasna
Humecymuaa (paznen «KonnuectBeHHOE
oInpefieNeHHER).

3 | Average weight and
uniformity of weight /

Complies / COOTBETCTBYET

310 mg +5.0 %

Rewarks @ The Pauduct waultios i ND/
Ipumeuanne: [Ipoaykr cootBercTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrorosneno: Rama ka_z}kt [IposepeHo: Pardeep Onobpeno: Menemiep / PyKOBonyrrenL Amit
i d Kumar Kumar _
’{LL!LU\J// Z - hl-'\_ —
Date / Date / Date / )
Hara; 06.06.2025 Hara: 06.06.2025 Hara: 06.06.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

®e . :

Formulation Unit-6

DI’. Reddy,s "... Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHUD®UKAT AHAJIU3A
Product : Nise® (Nimesulide) tablets 100 mg
| IpoayxT: Haiiz® (rumvecy. Ium} rabnerku, 100 Mr

Market / Prinok . Russia / Poccus

Batch No/ , | Batch Quantity/ . 5000000 tab /

Cepnsa Ne S Pasmep cepun " 5000000 Tab

Analytical Repovrt No/ . 890001795590 Date of Analysis / . 97.02.2025

| AHaTHTHYeCKHH 0T9eT Ne Hdara ananusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

Jata npon3BoicTBa I'omen go

Mfg. License No. / MA oy

IIponsBOACTBeHHAS : MNB/05/263 N r— : JITI-Ne(006398)-(PI"-RU)
omep PY

JuneH3ud Ne

Analysis performed according ND / Anaau3s nposegen no HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page2of 6/ Crp.2 m3 6
Cpenusist Macca H 311.4 mg/ 311.4 MT | 18/20 tablets - not more than+ 5 %

OAHOPORHOCTEMACCRI 2/20 tablets - not more than + 10 %. /
310 Mr+5,0%
18/20 tabnetok — He 6onee £ 5 %

2/20 Tabnetox — He bomnee £ 10 %.

4 Water / Boga 21%/21% Not more than 6.0 %. / He 6onee 6,0 %.
5 | Dissolution / PactBopenue Unit-1 / Tabn.-1 98 % He menee 75 % (Q) oT HOMMHaNbLHOrO
Unit2 / Tabn.2 99 9, conepxanns Ci3Hi2N2OsS (nnmecynun)
_ ) ° yepes 45 MUH.
Unit-3 / Ta6mn.-3 99 %
Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 98 %

6 | Related substances / PoacrBenHble IPHMECH
Below LOQ (LOQ = 0.0057 %) / | Not more than 0.20 %; / He 6omnee

Jmpueitye /i ipueen Hmxe npepena konuuectBeHHoro | 0,20 %;
= 1)
Imourity B / Tipuvecs B onpexenerns (IIKO = 0.0057 %) Not more than 0.20 %; / He 6onee
ks 0.03 % 0,20 %;
Remarks : The Produd conlinas o ND/ “Conclusion : APPROVED /
Tpumeuanne: [Ipoaykr coorsercTByeT Tpeboanusam HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Togroropneno: Rama kant [IpoeepeHo: Pardeep Ono6peHo: Menem\epo PykoBogurens Amit
'l\ Kumar Kumar A~

Date / Date / Date /
JHara: 06.06.2025 Jlata: 06.06.2025 Jlata: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, 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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
HpoaykT: Haiiz® (Humecynun) Tabnaerky, 100 mr

Market / Peinok

- Russia / Poccusa

Batch No / . Batch Quantity / ~ 5000000 tab /

Cepus Ne V2300284 Pa3smep cepun * 5000000 Tab

Analytical Repovrt No/ 290001795590 Date of Analysis / . 27.02.2025

AnaurHyecKHii oTueT Ne JlaTa ananm3za

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2028

Jara npou3BoacTBa T'onen oo

Mfg. License No. / MA ber: /

IlpousBoACTBeHHAS : MNB/05/263 H et : JITT-Ne(006398)-(PT"-RU)
omep PY

Junen3ua Ne

Analysis performed according ND / Anaim3 nposeaen mo H/L: JITI-Ne(006398)-(PT'-RU)-310724

Page3 of 6/ Ctp.3 136

3 o/ .
TRpHCIpTEHC Not detected / ne obnapy»xeHa Not 0more than 0.20 %; / He 6onee
0,20 %;
o/ .
Impurity D / Tpaecs D Below LOD (LOD = 0.0049 %) / | N9t fmore than 020%; / He  onee
Hwxe npenena obuapysxenuns (II0 | 7 7
=0.0049 %)
Impurity E / Ilpumecs E Not detected / He obHapyKkeHa Not more than 0.20 %; / He 6onee
0,20 %;
o/ .
Impurity F / pivech F Below LOD (LOD = 0.0045 %) / grgto Jere than 0.20%; / He Gonee
Hixe mpenena obHapyxenus (IIO | ™ >
=0.0045 %)
¥ndivi$1ual unidentified 0.02% Not more than 0.20%; / He 6oinee
impurity / Enunuunas 0,20 %;
HeuJeHTU(PUIIMpOBaHHAs
[PUMECH
. ... -
fiotal 1r£1puntles [ Copna Ll Not more than 1.5 %; / He 6onee 1,5 %,;
npuMeceit
7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OnHopoaHOCTH 12 less than or equal to 15.0. / [lokazatens
JO3HPOBAHHUS ’ npuemieMocTH (AV) nomkeH OBITb He
oonee 15,0.

Remarks : The Product contlting 16 ND/
Tpameuanue: TIponykt cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akiaouenne: OJJOBPEHO

Checked by /
[Tpoepeno: Pardeep

Prepared by /
IToarotrosneHo: Rama kant

@"Qd@- Kumar -

Approved by: Manager/Executive /
Onob6peno: Menemkep / PykoBoautens Amit
Kumar NG i

| -

Date/
Jara: 06.06.2025

Date /
Jara: 06.06.2025

Date /
Hara: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

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
www.drreddys.com

CEPTUDHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
| IIpoaykT: Haii3® (numecynua) tabaerku, 100 mr

Market / Poinok

: Russia / Poccus

Batch No / _ Batch Quantity / 5000000 tab /

Cepusi Ne © V2500284 Paszmep cepuu " 5000000 Tab

Analytical Report No/ 890001795590 Date of Analysis / . 97022025

AHanuTHYecKknil oTyeT No HMaTa ananunza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

Jara npouzeoacraa T'ogen g0

Mifg. License No. / M ber: /

Ilpou3BoacTBeHHAS : MNB/05/263 H e : JITI-Ne(006398)-(PI"-RU)
omep PY

Junenzua Ne

Analysis performed according ND / Ananus nposeaes mo HJL: JIII-Ne(006398)-(PI'-RU)-310724

Page40f 6/ Ctp.4u3 6

8 Microbiological purity* / Mukpo6uosorudeckas yacrora*®

a) Total Aerobic Microbial NA Not more than 10* CFU/g. /
Count / O6mee uHcio He 6onee 10° KOE/T.
JKH3HECTIOCOOHBIX  a3pOoOHBIX

MHKpPOOpPraHH3MOB

b) Total Combined Yeast and NA Not more than 10? CFU/g. /
moulds count / Obmee uucno He 6o5ee 10 KOE/Tr.
OPOXKEBBIX M  IUICCHEBBIX

rpuboB

¢) Escherichia Coli NA Shall be absentin 1 g. /

OtcytcrBHe B 1 T

9 Assay / KonnyecTeeHHOe

101.2 mg/ 101.2 Mr

90.0 to 110.0 mg of Ci3Hi2N,0s5S
(nimesulide) per tablet. / Ot 90,0 no

blister. 3 blisters and a package

leaflet in a carton. / Ilo

Tabnerok B IIBX/anromuHueBoM
6mucrepe. [1o 3 6iucrepa BMecTe ©

olnpeneseHHe
110,0 mr Ci3HisN>OsS (aumecymun)
B TabnieTke.
10 | Packaging / Ynaxoska 10 tablets in a PVC/aluminum |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/amoMHHHEBOM
6nucrepe. ITo 1, 2, 3 wiu 10 6aucrepor

10

TIpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJY

JIMCTKOM-BKJIAJBIIEM B Ta4Ky |BMECTe C JIMCTKOM-BKJIA[BIIEM B MAYKy
KapTOHHYIO. KapTOHHYIO.
Russsus Le | The Pusdud votisdtagams o NI/ Conclusiva . APPROVIID /

3akmouenne: OJOBPEHO

Prepared by /
Iloarororieno: Rama kant

Checked by /
[Mposepeno: Pardeep

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykoponurens Amit

Kumar - M
N —

Byt
Date /

Jara: 06.06.2025

Kumar (j
Date /

Jlara: 06.06.2025

T

Date /
JHara: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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 98166 56001-02
www.drreddys.com

CEPTUDOHUKAT AHAJIU3A

Product : Nise® (Nimesulide) tablets 100 mg
Ipopyx1: Haitz® (Himecy: 1}1'1} rabherkn, 100 mr

Market / Poinok

. Russia / Poccus

Batch No/ . Batch Quantity / 5000000 tab /

Cepus Ne - V2500284 Pasmep cepun " 5000000 tab

Analytical Repo:‘t No/ 890001795590 Date of Analysis / 27.02.2025
AnaaurHyeckuii oTuer No JlaTa ananun3a

Date of Manufacture / 02/2025 Date of Expiry / 01/2028

 Jara npoussoacrsa T'onen no

Mfg. License No. / MA ber: /

Ilpou3BoacTBeHHAs : MNB/05/263 HOM‘C‘;'I‘,‘Y“'“ : JII-Ne(006398)-(PT"-RU)

JuneHsus Ne

Analysis performed according ND / Ananu3 nposeaen no HJ/L: JIII-Ne(006398)-(PT'-RU)-310724

PageSof 6/ Ctp.5u36

* _ 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 no mokasarento «MHKpoOGHOIOTHYeCKas YHCTOTa» IPOBOAMUTCS NPOU3BOIMUTENEM IIPHU  BBIIYCKE
nepHoaMUecKU (C MHTEPBAIOM OIHO HenbiTaHKe Ha 20 cepuit HiM He MeHee 1 pasa B roa). Ilokazarens MOXET ObITH He
BkroueH B CepTudukar aHanusa QUPMBEI.

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun nponspoaureas ADC:

NMS/14100712, NMS/14100713

TJIP:

FP Manufacturer API Batch number /
Homep cepus cyO0cTAHITHH NPOH3BOAHTEIA

FERA00674, FERA00675

API Manufactured by & country /
Iponzsoautear APC, ctpana:

Aarti Drugs Limeted / Aaptu Jparc Jlumuren

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBaHue, ajpec, JHUEH3HA ATs
IIpoussoacTBenHas niaomagka / Ilnomangka
KOHTpOoJs KadyecTBa / ILnomanka 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) /

H-p Pennn’c Jlaboparopuc JIta., Unans, IIporsBoacTBeHHOE
noxpaznenenue-6, Bunn. Kxons, Hanarapx Poyn, bamam,
Huctpuxr Conan, X.I1., 173205, Muaus (muuensus Ne

MNB/05/263)

Jesmarks @ The Producl Lottt 4 W/
Ipameuanne: [Ipogykr cootBeTcTBYeT TpeboraHusm HJI

Conclusion : APPROVED /
3axnwuenune: OJOBPEHO

Prepared by /
IMoarorosneno: Rama kant

Rt

Checked by /
IIpoeepeno: Pardeep

Kumar ﬁ

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBogurens Amit
l_/

Kumar /\//

Date / Ve
Hara: 06.06.2025

Date /
Jata: 06.06.2025

Date /
Hara: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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

Do
DI". Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

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

Product : Nise® (Nimesulide) tablets 100 mg
ITpopyxT: Haiiz® (Humecynym) tabnetku, 100 Mr

| Market / Poinok . Russia/ Poccus __
Batch No / _ Batch Quantity / 5000000 tab /
Cepus Ne R Pasmep cepun " 5000000 Tab
Analytical Repo:‘t No/ . 290001795590 Date of Analysis / . 97.02.2025
AnauTHyecKdii oTuer Ne JlaTa ananuza
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028
Jara npou3BoacTBa T'onen o
Mfg, License No. / MA ber: /
' IponsBOACTBeHHAs! : MNB/05/263 5 number: . JIII-Ne(006398)-(PT"-RU)
omep PY
JIHIen3Hs Ne

| Analysis performed according ND / Anann3 nposeaen mo HJL: JII-Ne(006398)-(PI'-RU)-310724

Page 6 of 6 / CTp. 6 H3 6

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».

3aK/I04YeHHe 0 COOTBETCTBHH: «HacTodmiMM s MOATBEP)KIAr0, YTO MPHUBEEHHas BbIle HHQOpMalMsA sBIAETCA
JIOCTOBEPHOM 1 TOUHOM. DTa cepus MPOAYKLIMH IPOM3Be/IcHa (BIJIFOYAs YIIAaKOBKY (MapKMPOBKY) M KOHTPOJIb KaueCTBa)
Ha BBILIEYKAa3aHHON MPOM3BOICTBEHHOM IUIOaKe (IUIOMIAKaX) B MOJHOM COOTBETCTBHM ¢ TpebGoBaHHsMH [Ipasui
HajUIexalleii Mpou3BoACTBEHHOM npakTiku EBpasuiickoro skoHomudeckoro coroza (Ne GMP/EAEU/RU/00554-2022
ot 23 urona 2022) ¥ TpeOOBaHUSAMH KOHTPOJS KauecTBa JIGKAPCTBEHHBIX CPEIACTB, a TAKKe B COOTBETCTBHHM CO
cnenMUKAMAMY, COASPXKAIIMMUCA B PErHCTPALMOHHOM NOCHE CTPaHBI-MMIIOPTEpa. 3aluCH MO0 NPOU3BOACTRBY,
YINAaKOBKE M aHANM3y TMpPOBEPEHbl, M YCTAHOBJIEHO MX COOTBETCTBMEe TpeGoBanusaM IlpaBun Hazuexalnei
MPOM3BOACTBEHHOMN NMPAKTHKH EBpa3suiickoro 53kOHOMHYECKOIO COI03a».

Remarks : The Product confiras io IND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJT 3axmnouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorornexo: Rama kant IIposepeno: Pardeep Onobpeno: MeHe,a)Kep / PykoBoguTesib Amit
Kumar Kumar e
Bulud o A
Date / Date / Date / '
Jara: 06.06.2025 Jlara: 06.06.2025 Jlara: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8B183AF1984FLCO04507
www.drreddys.com




