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

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

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02

CEPTU®UKAT AHATIM3A

www.drreddys.com

| Product : Nise® (Nimesﬁides tablets 100 mg
IpoaykT: Haiiz® (Humecynun) Tabnerku, 100 mr

JHueH3usa Ne

Market / Poinox . Russia / Poccus

Batch No/ ) Batch Quantity / ~ 5000000 tab /

Cepus Ne 1 eSO Pa3zmep cepun " 5000000 Tab

Analytical Repo:‘t No/ 040002812002 Date of Analysis / 18.02.2025
AHanuTRYecKHi oTyeT No JlaTta ananuza

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

Jara npoun3BoacTea I'open a0

Mfg. License No. / MA ber: /

IIpousBoacTBeHHAs : MNB/05/263 HOM'e‘;';,‘yer' : JITI-Ne(006398)-(PT"-RU)

Analysis performed according ND / Anaau3 nposeaen no HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page 1 0of 6/ Crp. 1 n3

Ne | Test/IlokasaTesn Result / PesyabTaThl

Specification / Hopma

TabJIETKU C MITagKoH

1 | Appearance/Onucanne | Yellowish white round biconvex
tablets with smooth surface. /
Berble ¢ »keNTOBATHIM OTTEHKOM
KPYIJIbIe ABOSKOBBITYKIIbIE

Yellowish white round biconvex tablets
with smooth surface. / Dbenwle c
SKEJITOBATBIM OTTEHKOM KpYyIibie
IBOSIKOBBINMYKIIbIC TabJETKH C TIITafiKkoi
[IOBEPXHOCTBIO.

corresponds to the retention time of
the main peak in the chromatogram
of nimesulide reference standard
solution. / Bpems ynepxuBaHUs
OCHOBHOTO HKa
XpOMaTorpaMmme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYET BpEMEHHU
yaep>KMBaHHS OCHOBHOTO IMKa Ha

MIOBEPXHOCTBIO.
2 | Identification / The retention time of the main peak | The retention time of the main peak in the
Nnenrnduxanus in the chromatogram of test solution | chromatogram of test solution should

Ha

correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems ynepacuBaHus
OCHOBHOIO TMHKa Ha XpoMaTorpamme
HCITBITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBATEH BPEMEHH YIEPIKHBAHHUS
OCHOBHOrO MNHMKa Ha XpOMaTorpamme

XpoMaTorpamme pacTBopa |pacTBOpa  CTaHIapTHOIO obpasua
CTaHAApPTHOTO obpasia | Humecyauaa (paspen «KonmuuecTBeHHOE
HHMECYNUAA . OTpeAeeHHE).
3 | Average weight and Complies / CooTBeTCTBYET 310 mg+5.0 %
uniformity of weight/ 309.0 mg/ 309.0 Mr 18/20 tablets - not more than £+ 5 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr cooTBeTcTBYeT TpebopanusaM HJJ 3akawuyenne: OJOBPEHO
Prepared by / n Checked by / Approved by: Manager/Executive /
IToarotoBneno: Pravesh Rana 1/ IIpoBepeno: Rama Kant OnobpeHo: MeHeJDKEE/ PykoBoauTens
- Amit Kumar ’
J Rl N
Date / Date / Date /
Jara: 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 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories Ltd.

Formulation Unit-6
Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTHDUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

IIponykr: Haiiz® (numecynua) Tabnerku, 100 mr

www.drreddys.com

Market / Poinok :

Russia / Poccus

Batch No / ) Batch Quantity / 5000000 tab /

Cepusn Ne - V2500217 Pa3smep cepun 5000000 Tab

Analytical Repourt No/ - 040002812002 Date of Analysis / 18.02.2025

AHanHTHYECKHH oTueT Ne JlaTa anannza

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

Jara npon3BoacTsa Togen o

Mfg. License No. / MA ber: /

IIpousBoACTBEHHAS : MNB/05/263 & g e el : JI[1-Ne(006398)-(PT"-RU)
omep PY

JIHneH3ns Ne

Analysis performed according ND / Anayiu3 npoBexeH 1o H/: JIII-Ne(006398)-(PI'-RU)-310724

Page2 of 6/ Cr1p. 2 n3

Cpeansas mMacca H
OTHOPOIHOCTH MACCHI

2/20 tablets - not more than + 10 %4./
310 Mmr+5,0 %
18/20 tabnetok — He Gonee £ 5 %

2/20 tabnerok — He 6onee + 10 %.

4 Water / Boaa

22%/22%

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

5 | Dissolution / Unit-1 / Ta6n.-1 97 %
MACIFRORSHEC Unit2 / Tabn.-2 9 %
Unit-3 / Tabn.-3 97 %

Unit-4 / Tabn.-4 97 %

Unit-5 / Tabn.-5 97 %

Unit-6 / Tabn.-6 95 %

He menee 75 % (Q) 0T HOMHUHAIBHOTO
coaepuanns Ci3HiN2OsS (Humecynua)
yepes 45 MuH.

6 | Related substances / PoacTBennniec mpuMecH

Impurity A / IIpumecs A

Impurity B / Ilpumecs B

Below LOQ (LOQ = 0.0057 %) /
Huxxe nipesiena KOJIHYECTBEHHOTO
onpeaenenus (ITKO = 0.0057 %)

0.03 %

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

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

=2

Remarks : The Product confirms to ND/

I pumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Hara: 04.06.2025

Hara: 04.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtorneno: Pravesh Rana/ f ITposepeno: Rama Kant Onobpeno: Menemxep / PykoBoaurens
: G M Amit Kumar
/— \ // X
Date / Date / ' Date / !

Jarta: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel +91 41 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.corm



® Dr. Reddy's Laboratories Ltd.
‘ ® ; .
? ® Formulation Unit-6
Dr' Reddy s ... Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

— CEPTUOHKAT AHAJIM3A www.drreddys.com
Product : Nise® (Nimesulide) tablets 100 mg

IpoaykT: Haiis® (uumecynun) tabnerku, 100 mr

Market / PoiHOK . Russia / Poccus

Batch No/ ] Batch Quantity / 5000000 tab /

Cepusa Ne 1 NSO Pazmep cepun " 5000000 Tab

Analytical Repo:‘t No/ . 040002812002 Date of Analysis / . 18.02.2025

AHajurHueckuii otyet Ne JaTta anain3a

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

Jara npousBoJacTBa I'ogen go

Mfg. License No. / MA —

Ipon3BOiCTReHHAs : MNB/05/263 H —— : JITI-Ne(006398)-(PT"-RU)
omep PY

Junenzus Ne

Analysis performed according ND / Anaaus np;;;elleﬂ mo HJI: JITI-N2(006398)-(PT"-RU)-310724
Page 3 of 6 / Ctp. 3 u3

=)

] Not more than 0.20%; / He 6onee
Impurity C/I1 C ’
. prveck Not detected / ne obHapyxena | 0,20 %;
0/ .
fmpurity D / Tpuvecs D Not detected / He o6Hapy»xeHa B\Igg (;n'ore than 0.20 %; / He 6Gonee
s 0,
o/ .
fmpurity E / Tpumecs E Not detected / He oOHapyxeHa Not m.ore than 0.20 %; / He 6onee
0,20 %;
0/ .
Impurity F / ITpumecs F Not detected / He oOHapyxeHa glgz) (;n ore than 0.20%; / He Gonee
,20 7o,
Individual  unidentified 0.03% Not more than 0.20 %; / He Gonee
impurity / EpuHuynas ' 0,20 %;
HeuieHTUQUIMpPOBaHHA
TPUMECH
el 1mp jiitics) Y Sspaya 0.06% Not more than 1.5 %; / He 6onee 1,5 %;
nmpuMecei
7 | Uniformity of dosage The Acceptance Value (AV) should be
units / OpHopogHoCTH 1.8 less than or equal to 15.0. / Tloka3arenn
JI03HPOBAHHA ) npuemneMoctd (AV) nomkeH OBITH He
6osee 15,0.
8 | Microbiological purity* / Mukpo6HnoJioruueckasi 4HCTOTA*
Remarks : The Product conlivus v ND/ Conclusivn : APPROVED /
Ipumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive /
ITonroroeneno: Pravesh Rana I IIpoBepeno: Rama 1IEant Opno6peHno: Menemxkep Lf PyxoBoautens
{ Amit Kumar '
L alt —
, dud N
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 10 4900 2900, Fax: +91 40 4500 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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

| Product : Nise® (Nimesulide) tablets 100 mg
| Hpoaykr: Haiis® (sumecynun) Tabnetky, 100 Mr

Market / PoIHOK : Russia / Poccus

Batch No / . Batch Quantity / 5000000 tab /

Cepus Ne + V2500217 Pasmep cepun " 5000000 Tab

Analytical Report No /= . 4447817002 Date of Analysis/ . 15 5 5025

AnajnTHuecknii oTyer Ne JlaTa anajauza

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

Hara npousBoacTsa Togen no

Mfg. License No. / MA ber: /

ITpou3BoACTBEHHAS : MNB/05/263 1 e ok : JITI-Ne(006398)-(PT"-RU)
omep PY

aunenzus Ne

Analysis performed acco_rding ND / Anain3 nposeaen nmo H/I: JITI-Ne(006398)-(PI'-RU)-310724

Page 4 of 6 / C1p. 4 n3

a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / O6uiee uuHciIO He 6onee 10° KOE/T.
>KM3HECTIOCOOHBIX

a’poOHBIX

MHKpPOOPraHH3MOB

b) Total Combined Yeast NA Not more than 10?> CFU/g. /
and moulds count / O61ee He 6onee 10° KOE/T.
YUCIIO  JPOXOKEBEIX M

TJIECHEBBIX IPHOOB

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

OtcyrcTBUE B 1 T.

blister. 2 blisters and a package
leaflet in a carton. / [To 10 Tabnetok
B [IBX/amomunueBoM Oimcrepe.
Ilo 2 6nucrepa BMecTe ¢ JIMCTKOM-
BKJIA/IBILIEM B [TAYKY KApTOHHYIO.

9 | Assay/KoanuecTBennoe 98.6 mg / 98.6 M 90.0 to 110.0 mg of Ci3H12N-OsS
omnpeaeieHHe (nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci3H12N2OsS (Humecynum)
B TabneTke.
10 | Packaging / Ynakoska 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 I[IBX/amoMmuHHEBOM
6mucrepe. Ilo 1, 2, 3 unu 10 6nucrepoB
BMECTE C JIMCTKOM-BKJIA/IbILIEM B HAa4YKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Hpumeuanne: [Iponykr coorBercTBYeT Tpeboranuam HJI

Conclusion : APPROVED /
3axuwuenne: OJJOBPEHO

Prepared by / /1| Checked by / Approved by: Manager/Executive /
[Moxrorosneno: Pravesh Rana _ [ ITposepeno: Rama Kant Opobpeno: Menemiep / PykoBoguress
/ )X‘q i Amit Kumar Pt -
o ~
Date / Date / Date / ’
JHara: 04.06.2025 JaTa: 04.06.2025 Jara: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 191 40 4900 2900, Fax; +91 40 4900 2999, Fmail- mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

Qe
DI’. Red dY,S ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

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

Product : Nise® (Nimesulide) tablets 100 mg
Hpoayxr: Haiis® (Humecynua) Tabnetku, 100 Mr
Market / PoiHOK . Russia/ Poccus
Batch No / . Batch Quantity / 5000000 tab /
Cepus Ne + V2500217 Pasmep cepun " 5000000 Tab
Analytical Report No/ . 414507812002 Date of Analysis /. 14 5 5025
AnanuTH4yeckuii oTueT Ne JaTa anaanza
Date of Manufacture / . 01/2025 Date of Expiry / . 122027
Jlata npoM3BOACTBA I'onen 10
Mfg. License No. / MA ber: /
Ilpou3BoacTBeHHAS : MNB/05/263 u o : JITT-Ne(006398)-(PT"-RU)
omep PY
JIHueH3Hs Ne
Analysis performed according ND / Anasns nposened mo HJI: JITI-Ne(006398)-(PT-RU)-310724

Page50f 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. /
* _ AHaim3 no mnokasaremo «Mukpobuonorudeckas YHCTOTa» IPOBOJUTCH NPOWU3BOAWTENIEM IIPH  BBITyCKE
neproMuecky (C MHTepBAIOM OfHO KcbiTaHue Ha 20 cepwii Wik He MeHee 1 pasa B rox). Ilokasarenb MOXKET ObITh He
simoyeH B Ceprudukar aHan3a GHpMBL.
API name (INN) / HaumenoBanue APC (MHH): Nimesulide / Humecynun
ARl mAnGCrer batchimmber NMS/14100710, NMS/14100710, NMS/14100711
Homep cepnn npoussoauteass ADC:
FP Manufacturer API Batch number /
Homep cepun cyocTanuuu npouspogures I'JIdD:
API Manufactured by & country /
Ipoussoaurennr APC, crpana:

FERA00671, FERA00672, FERA00673

Aarti Drugs Limeted / Aaptu [parc JInmuren

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)

Name, address, authorization No for FP 173205, India (license No MNB/05/263) /
manufacturing site / Control site / Release site / I-p Penau’c Jlabopatopuc JIta., Unaus,
HaumeHnoBaHMe, agpec, JHUCH3HA s IIpousBoacTBeHHOE NoApasesaeHue-6, Bumn. Kxors,
Hpouseoacreennas njaomagaka / Ilmomagka Hanarapx Poyn, bagau, Juctpuxr Conan, X.II., 173205,
KOHTPOJIA KadecTBa / Ilnomanaka BeIMycKa Hunus (nroensus Ne MNB/05/263)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IIpogykT cooTBeTCTBYeT Tpebosanuam HJJ 3axkmouyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honarorosneno: Pravesh Rana [Tposepeno: Rama Kant Onobpeno: Menemxep / Pykosoautens
J bl Amit Kumar A

.ME/ J \‘ —
Date / Date / Date / d
Hara: 04.06.2025 Hara: 04.06.2025 Hara: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +971 40 4900 2999, Email: mail@drreddys.com
CIN: L8B5195AP1984PLC004507
www.drreddys.com



® Dr. Reddy's Laboratories Ltd.
. . .
) ® Formulation Unit-6
Dr‘ Reddy s ‘ ‘. vili. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+9198166 56001-02
CEPTUDHKAT AHAJIM3A www.drreddys.com

| Product : Nise® (Nimesulide) tablets 100 mg
IlpoaykT: Haiiz® (Humecynua) Tabaerku, 100 mr - = |
Market / Prinok . Russia / Poccus
Batch No/ : Batch Quantity/ - 5000000 tab /
Cepus Ne - V2500217 Pa3mep cepun " 5000000 Tab
Analytical Repo“rt No/ . 040002812002 Date of Analysis / 18.02.2025
AHauTHYECKHH 0TyeT No JlaTa anajunza
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2027
JaTta nponssoacrea I'ogen no
Mifg. License No. / MA ber: /
IIpou3BoACTBeHHAS : MNB/05/263 H et : JITI-Ne(006398)-(PI"-RU)
omep PY
JIMOeH3Hs Ne
Analysis performed according ND / Anaan3 nposegen mo HJI: JITI-Ne(006398)-(PT'-RU)-310724

Page 6 of 6/ CTp. 6 M3 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».

3akmouenue o coorBercrBHM: «HacToAmmum s MoOATBepXk/Jat0, 4YTO MPHBEJCHHASA BbIIE WHOOPMALMA SBIAETCA
JIOCTOBEPHOM M TOYHOM. DTa cepus NPOAYKLHMH NPOU3BeAcHa (BIUIFOYas YIaKOBKY (MApKHPOBKY) M KOHTPOJIb Ka4eCTBa)
Ha BBIILIEYKA3aHHOM MPOM3BOACTBEHHOM IUIoMaaKe (IUIOLAKax) B MOJIHOM COOTBETCTBUM C TpeboBaHUsAMH IlpaBun
HaJUIeXallei MPou3BOACTBEHHOM MpakTUKU EBpasuiickoro sxoHomuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) m TpeGoBaHHAMM KOHTPOJII KayecTBa JICKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHUHM CO
crendpUKAUUSIMYE, CONEPKAIUMHCS B PErHCTPALIMOHHOM JIOCHE CTpaHbI-MMIIOpTEpa. 3alUCH [0 MPOU3BOACTBY,
YIAaKOBKE M aHAIW3y MPOBEPEHBl, M YCTAHOBJICHO HX COOTBeTcTBHE TpebosaHuaM IlpaBun Hamnexauei
MPOU3BOACTBEHHOH MpakTHKH EBpasHicKkoro 5KOHOMUYECKOTO CO03a».

Remarks : The Product conlirns o ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykTt coorBeTcTByeT TpeboBannam HJJ 3axmouenne: OJJOBPEHO
Prepared by / /)| Checked by / Approved by: Manager/Executive /
[Moarororneno: Pravesh Rana IMporepeHo: Rama Kant Onobpeno: Menemxkep / PykoBogutesns
: R‘A LLLT_ Amit Kumar A Lo
2 _ . N
Date / Date / ‘ Date / !
Hata: 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




