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CEPTHOHKAT AHAJIHM3A

| Product : Nise® (Nimesulide) tablets 100 mg

| FIponykT: Haiis® (Humecynin) Tabaerku, 100 mr

| Market / Pomox

: Russia / Poccua

Batch No/ : Batch Quantity/ 50,00,000 tab/

Cepna No e VAL PasMep cenni 50,00,000 a6

Analytical Repourt No/ 040003050065 Date of Analysis / 29.08.2025

AnannTHyeckHil oT4yer No JlaTa ananuza

Date of Manufacture / 08/2025 Date of Expiry / 07/2028

Hdara nponsBoacTBa T'onen go

Mfg. License No./ MA mumber:/

IIponzsoacTBeHnas : MNB/05/263 H e : JI1-Ne(006398)-(PI"-RU)
omep PY

JHeH3HA Ne

Analysis performed according ND / Anannz npoBejen no H_II JIII-Ne(006398)-(PT'-RU)-240725

Artworks approved: / MakeTs! ynakoBkH yTeepxiaensi: 24.07.2025

PL approved: / JIB yreepxaen: 28.01.2025

B
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HaenTnduxanusn

Ne | Test / Ilokazarenan Result / Pezy 1bTaThbl Specification / Hopma
1 Appearance / Omucame | Yellowish white round biconvex  Yellowish white round biconvex tablets
tablets with smooth surface. / Benvie | with smooth surface. / Benme c
C )KENITOBATHIM OTTEHKOM Kpyriibie HKENTOBATLIM OTTEHKOM Kpyriisie
| ABOAKOBBIMYK/IbIE TaONETKH C JBOSKOBBINYKIble TablleTkM C© rlaaxoi
I r1aJKoi MOBEPXHOCTHIO. NIOBEPXHOCThHIO,
72 Identification / The retention time of the main peak in | The retention time of the main peak in the

the chromatogram of test solution
corresponds to the retention time of
the main peak in the chromatogram of
nimesulide  reference  standard
solution. / BpeMms ynepxuBaHHs
OCHOBHOTO MMHKA HA XpOMaTOrpamme

HCTIBITYEMOr0 pacTBopa
COOTBETCTBYET BpPEMeHH
YUCPAUBAHMY  OCHOBHO TO MHMKa Ha
XpomaTtorpamme pacTBopa

cTaHaapTHOro obpasiia HUMeCy THAa.

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
OCHOBHOIO TMHMKa Ha XpomaTorpamme
HCOBITYEMOTO pacTeopa LOJKHO
COOTBETCTBORATH BPEMEHHU YAEPIKUBAHHUS
OCHOBHOIO TMKAa HAa XpomaTorpamme
pacTBopa CTaHAapTHOrO obpasua
Humecymuaa (pasmen «Konuuectsenuoe
ofnpeAeseHHe).

3 Average weight and
uniformity of weight /

Complies / CooTBeTcTByeT

31L.4mg/ 311.4 mr

310 mg+5.0 %
18/20 tablets - not more than+ 5 %

Conclusion : APPROVED /

]

"Remarks : The Product confirms to ND/
|ITpumenanne: Tlponyxt coorsercTayer Tpebosanuam HJT 3aknwyenue: O JOBPEHO
Prepared by / ~ {[Checked by/ Checked by (AQA) /  |[Approved by: Quality Assurance/Authorized person
[TonrotosneHo: Nagri [1posepexo: Ramakant ||[TposepeHo (AOK}: / Onobpeno: Odecnevyenie Isa'{ECTBafOTBCTCTBCHH(Je
Nﬁkd ] l&l;; Amit Kumat | Huo: h'/-'
I| e
Date / Date / Date / Date/ .. %ﬁ ,0.& )"‘”b
lara:29.08.2025 Hara: 29.08.2025 Hara: 29.08.2025 Hata:

ﬂ

Registered Office: 8-2

227
=334,

Road No. 3, Banjara Hills, Hyderabad -500034, Telangana, India

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

CIN: LB5195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s Q‘?‘

CERTIFICATE OF ANALYSIS
= CEPTHOHKAT AHAJIH3A
' Product: Nise® (Nimesulide) tablets 100 mg
J IpoayxT: Haii3® (Humecynmua) Tabnerku, 100 mr
Market / Puitiok . Russia/ Poccus

Batch No/ ) Batch Quantity/ . 50,00,000 tab /

Cepua Ne ¢ M2opLT Pazmep cepun " 50,00,000 Tab

Analytical Report No / 040003050065 Date of Analysis / . 90.082025

AHajauT HuecKkHii oT4yer Na JlaTra anann3za

Date of Manufacture/ . 08/2025 Date of Expiry/ . 07/2028

JaTa npon3BoacTea Togen go

Mfg. License No. / et ey

IIponzBoacTBeHnas : MNB/05/263 BN : JIII-Ne(006398)-(PT"-RU)
Homep PY

auensus Ne

Analysis performed according ND / Anaan3s nposenen no H/I: JITI-Ne(006398)-(PT"-RU)-240725
Artworks approved: / Makersl ynakoBku yTeep:xkaenst: 24.07.2025
PL approved: /JIB yrepaxaen: 28.01.2025
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2/20 tablets - not more than+ 10 %. /

310 Mr +5,0%
18/20 Tabnerok — He Gonee £ 5 %
2/20 tabnetok — He Gonee £ 10 %.

Cpennsis Macea W
OQHOPOAHOCTH MAacchl

"4 | Dissolution / Unit-1/ Ta6a.-1 94% Not less than 75 % (Q) of label claim of
e
Unit-3/ Tabn.-3 949, copeprwanns CiHaN2OsS (numecynun)
Unit-4 / Tabn-4 rrra R
Unit-5/ Tabn-5 949%
Unit-6/ Tab1-6 22 %

5 Water / Boga 2.7% Not more than 6.0 %. / He 6onee 6,0 %,

[Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt cooTeercTByeT Tpebobanuam HJT

Conclusion : APPROVED /
Zaksitonenne: OJOBPEHO

Prepared by/ ||Checked by/ Checked by (AQA) / ||{Approved by: Quality Assurance/ Authorized person
IMNonrorosnexo: Nagri Mposeperio: Ramakant || [fposeperio (AOK): Omobpeno: Opecnenenne xauecTBa/OTBETCTBERHOE

h L “d\ Amut Kumar [NnULo:

1

\0 9 A by~
peds )

Date/ Date/ Datc/ _ Date; R = LV
‘:‘.Iara:ZQ.OB.ZOZS Jara: 29.08.2025 Jara: 29.08.2025 [ara: =

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tak +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com



PY Dr. Reddy's Laboratories Ltd.
-+ Formulation Unit-6
Dr..Reddy's ‘... Vill. Khol, Nalagarh Road, Baddi,
g Distt. Soian, H.P., 173 205, INDIA
Tral; +91 98166 56001-02
CERTIFICATE OF ANALYSIS  www.drreddys.com

- CEPTADUKAT AHAJIM3A o
Product : Nise® (Nimesulide) tablets 100 mg '
TpoaykT: Hhi3® (Humecynun) Tabnetky, 100 mr = o
Market / Peirox - Russia / Poccus i o
Batch No/ ' : Batch Quantity /  50,00,000 tab /
| Cepusi Ne ' § V2501729 Pazmep cepuu— * -~ 50,00,000 126
Analytical Repovrt No/ . 040003050065 Date of Analysis / - 90082025
AnanuTHYecKHif 0TueT No JlaTa anann3a
Date of Manufacture / © 08/2025 Date of Expiry / . 07/2028
Jlara nponsBoacTaa T'ogen ao
Mfg. License No. / MA -
IlpoussoacTeennas : MNB/05/263 Hw:"m = : JHI-Ne(006398)-(PT"-RU)
pPY
augensas Ne _
Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(006398)-(PT'-RU)-240725
Artworks approved: / Makers! ynakoBkn yreepxaenst: 24.07.2025

| PL approved: / JIB yreepaaen: 28.01.2025

Page 30f 6/C1p.3 u3 6

6 Related substances / PoncTBennbie npamecH

Below LOQ (LOQ = 0.0057 %) / =
Impurity A / TTpumecs A Huxe npenena KOMHYECTBEHHOrO ONC;OJ:I_ o fen G209, o ik Soaa

onpenenexus (ITKO = 0.0057 %)

Not more than 0.20 %; / He G6onee |

Impurity B / Tlpumecs B 0.02% 0,20%:
3 0y

o/- >

Impurity C/ ITpumecs C Not detected / He obHapyskeHa ](;I,gt() ;21;01'3 s VR R S e

Below LOD (LOD = 0.0049%) / .
Impurity D / ITpumecs D Hwxe npenena obHapyxenus (I10= I(;Ic;toa ore than 020%; / He Gonee
] 0y

0.0049 %)
0/ .
Impurity E / ITpumecs E Not detected / He oGHapy»xeHa };Ic;t(};}n‘ e than U2 ¢ He™ hemn
» 0,
Below LOD (LOD = 0.0045%) / o
Impurity F /TIpumecs F Huxe npenena obuapysxenus (I10= Dlat omore i 02075 ¥ He'Ban
0,20%;
0.0045 %)
Individual unidentified | 59, Not more than 0.20 %; / He 6Gonee
impurity /  EpunHuuHag 0,20 %;
emarks : The Product confirms to ND/ Conclusion : APPROVED /
flpimenaniie: Tpoaykr coot Berctayer tpedo sanmam HJL | 3aknrwyenie: OJJOGPEHO
Prepared by / |Checked by / Checked by {AQA)!_ Approved by: Quality Assurance/ Authorized person
[NoarorosneHo: Nagr TlpoBepeno: Ramakant ||[posepeno (AOK): Onobpeno: OGecneyenne kayecTsa/QTBETCTBEHHOE
W L} Amit Kumar no:
r\l\-_-L 3 M
Date / Date / Date/ Date/ '}o o sl
|,[Ia1*.3:29.03.2025 Hara: 29.08.2025 Hara: 29.08.2025 Hara: ~

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +9140 4900 2900, Fax: +81 40 4500 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC0O0D4507
www.drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJTH3A

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6

Vill, ¥hol, Malagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
T «0i9SrEE 56001-02

wiwwwadrieddys.com

Product: Nise® (Nimesulide) tablets 100 mg
Hpoayk ' Haiis® {uumecynnn} Tabnerku, 100

M[‘

Market / PhinoK Russna { Poccus

‘Batch No/ ¥ Batch Quantity/ _ 50,00,000 tab/

Cepus Ne Ny Pa3smep cepun ©50,00,000 Tab ]

Analytical Repo”rt No/ . 040003050065 Date of Analysis / 29.08.2025

Ananurvuecknii oryet No Jlara ananuza

Date of Manufacture / - 08/2025 Date of Expiry / 07/2028

JlaTa nponsBoacTBa | T'onen no

Mfg. License No. / MA number:/

Ipon3BoACTBEHHAS : MNB/05/263 5 =g : JIT1-Ne(006398)-(PI"-RU)
omep PY

JHnensua Ne

| PL approved: / JIB yreepxaen: 28.01.2025

Analysis performed according ND / Anaans nposenen no HJI; JITI-Ne(006398)-(PT'-RU)-240725
Artworks approved: / MakeTbl ynakoBkH yTBepkaensi: 24.07.2025

Page 4 of 6/ Ctp. 4 n3 6

HeueHTHPHLUPOBAHHAS
npuMech
Tintl] “spuutities 1 Cymias 0.09% Not more than 1.5 %; / He Gonee 1,5 %:
npumeceii

rd Uniformity of dosage units The Acceptance Value (AV) should be
/ Opnopoanocts 23 less than or equal to 15.0./ INoka3atens
JAO3HPOBAHMS ' npuemnemocti (AV) aomikeH ObiTh He

Gonee 15,0.
8 Microbiological purity* /Mukpo6Honoruyeckan yucrora*

Total Aerobic Microbial NA Not more than 10* CFU/g. /
Count / O6uee uucio He Gonee 10° KOE/r.
HHN3HECTIOCOOHBIX

a’pobHbIX

MHKPOOPraHH3MOB

Total Combined Yeast and NA Not more than 10* CFU/g. /
moulds count / O6uee He 6Gosee 10> KOE/T.
YHCIO  JPOJOKEBBIX W

niecHeBbIX rpuboB

Escherichia Coli NA Shall be absent in 1 g. /

OtcyrctBue 8 1 1.

Conclusion : APPROVED / |I

3akmouenue: OOBPEHO

wiRenmrks  The Product confirms to ND/
[Tpmeuanne: lponyk T coorsererByer Tpebosannsm HJ

Prepared by /
[MogroTtosneHo: Nagri

’\L L l HLLO; W
Ié /‘ - 1
-
Date / Date/ Date/ Date ; e~ X
Tlata:29.08.2025 Ilara: 29.08.2025 Jlata: 29.08.2025 Jlata:

Approved by: Quality Assurance/Authorized person
/ Omo6peHo: Obecnevenne kadecTBa/OTRETCTBEHKOE

—
-337,

Registered Office: 8-2

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tek +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LR5195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHATIH3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Mat'agarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA
019515E655001-02

s drres'dys.com

"Product: Nise® (Nimesulide) tablets 100 mg
 HpoaykT: Haiiz® (Humecynu,u) Ttabnetku, 100 mr

Market / PriHok

Russia / Poccus

Batch No/ _ | Batch Quantity / 50,00,000 tab/

Cepust No 3 Pasmep cepun ©50,00,000 Tab
Analytlcal Report No/ . 040003050065 Date of Analysis / . 29082025
AHaMHTHYECKH H oTueT Ne JlaTa ananmnza

Date of Manufacture / . 08/2025 Date of Expiry / 07/2028

JaTa npouseoacTea TI'open o

Mfg. License No./ MA number:/

Ipoussoacreennas : MNB/05/263 Homen PY : JIIT-Ne(006398)-(PI"-RU)
JHnensna Ne :

| PL approved: /JIB yreep:xaen: 28.01.2025

Analysis performed according ND / Anaans nposenen no HJI: JIII-Ne(006398)-(PT-RU)-240725
Artworks approved: / MakeTbl ynakoBkn yTsepxaenbl: 24.07.2025

Page 5of 6/ Crp.5m3 6

9 Assay / KonuuecTBeHHO®
onpeneneHue
: 10 Packaging / YnakoBka

98.5 % /985 %

10 tablets in a PVC/aluminum blister.

2 blisters and a package leaflet in a
carton. / Tlo 10 Tabnetok B
IBX/antoMunuesom Gnuctepe. [To 2
GnMcrepa  BMECTE € JIMCTKOM-
BKJIa/IBUIEM B NAa4Ky KapTOHHYIO.

90.0 to 110.0 mg of Ci:Hi>N-OsS
(nimesulide) per tablet. / Or 90,0 no
110,0 mr CiHi2N2O:S (Humecynun)
g Tabnerke.

10 tablets m a PVC/aluminum blister. 1,
2, 3 or 10 blisters and a package leaflet in
a carton. / Tlo 10 Tabnerok B
[BX/antomuunesom Gnuctepe. Ilo 1, 2,
3 unu 10 6nMCTEpOB BMECTE C JIHCTKOM-
BKJIA/IbIIIIEM B MAYKY KapTOHHYHO.

* _ 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. /

* - Ananuz no nokazaremo «Mukpobuonordueckas 4YMCTOTa» IPOBOAMTCSA NPOM3BOAWTENIEM TMpH BBITYCKe
nepuoAHYecKy (C MHTEepBaIOM OHO HenbiTaHHe Ha 20 cepuii Mau He meHee 1 pasa B rop). [lokazaTens MoxeT ObITH He

pimoveH B CepTudukat ananusa GupMsl.

| API name (ENN) / ITansicnonnme A®C (MIII):

Mimooulido / Himooy iy

|

API manufacturer batch number /
Homep cepun nponssoaurens ADPC:

NMS/125040341, NMS/125040347, NMS/125040343

I'P Manufacturer API Batch number /

Homep cepuis cyberannnu npoussoanreas IJID:

FESA00229, FESA00231, FESA00239

API Manufactured by & country /
IMpoussogurens APC, crpaHa:

Aarti Drugs Limeted / Aaptu J{parc Jlumuten

Remarks: The Product confirms to ND/
[1pumeuanne: Ilpogykr coorsercrByeT TpebosaHuam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)  ||Approved by: Quality Assurance/Authorized person
[ToarorosneHo: Nagri [Tposepeto: Ramak ant ||ITposepeno (AOK): / OpobpeHo: ObecneyveHue kayecTBa/OTBETCTBEHHOE
Amit Kumar {mituo:
N mns
. 2 o v’
— / e R

Date/ _| Date/ Date / Date/ 2 oe¥ o T

ara:29.08.2025 Hata: 29.08.2025 Harta: 29.08.2025 Hara:

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: L853195AP1984PLCO0450T

www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Qe
Dr..Reddy’s ‘.o. Vill. khol, Nalagarh Road, Baddi,

Distt. Solan, HP., 173 205, iNDIA
Tel - +91 98166 56001-02
CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTUDHUKAT AHAJIM3A
| Product : Nise® (Nimesulide) tablets 100 mg
| Hpoayx¥: Fad 3® (numecynua) Tabnerks, 100 mr

| Market / Puinox - Russia / Poccus

Batch No/ ; Batch Quantity/ _ 50,00,000 tab /
Cepns N2 s s - Pasmep cepuu " 50,00,000 Ta6

Analytical Report No /. 44063050065 Date of Analysis/ . 59 o3 5055
ARanHTHYeCKHIi 0T4yeT No JaTa ananusa
Date of Manufacture / - 08/2025 Date of Expiry / . 07/2028
HMara npouspoacrea Togen po
Mfg. License No. / = =

TlpousBoAcTBeHRAs : MNB/05/263 - e« . JITI-Ne(006398)-(PI"-RU)

omep PY
| anensu s Ne

| Analysis performed according ND / Ananuz npoBesen no HJI: J]]I-M(O06398)-(PI"-RU)—24072'5-
Artworks approved: / Makers! ynakoBkH yTBepaiennr: 24.07.2025
PL approved: / JIB yreepxnen: 28.01.2025

Page 6 of 6/C1p. 6 m3 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) /
HaunmenoBanue, agpec, THIEH3HA 1 J-p Peanw’c Jlaboparopuc JIta., Unnwms,
| ITpouzBoacTBeHnas nuomanka / Inomaaka INpoussoacreennoe noapasaeneune-6, Bunn. Kxone,
KOHTpOJs kayecTBa / [Inomagka BoIMycKa Hanarapx Poya, Bamnu, Jucrpukt Conan, X.I1., 173205,
{ WUnmus (uensus Ne MNB/05/263) 1

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 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».

3akmouenne o coorBercTBuu: «HacTosuuM s MOATBEpXKIal0, HTO MpHBeNeHHAs BhILIE MH(pOpPMALUS SBISETCS
JOCTOBEPHON M TOUHO#H. DTa cepy A MPOAYKLMH NPOH3BeAeHA (BKIIOUas YNIaKOBKY (MapKHPOBKY) H KOHTPOJb Ka4ecTsa)
Ha BBILICYKA3aHHOM NpOM3BOJCTBEHHON muomaake (MIOLaaKaX) B MOMHOM COOTBETCTBUM ¢ TpeboBanuamu [IpaBun
Hajgnexauteli NpoH3BOACTBeHHON mNpakTHKH EBpa3zuiickoro 3KOHOMHYECKOTO COH3a H TpebOoBaHHAMH KOHTDOJA
Ka4yecTBa JIEKAPCTBEHHbIX CPEACTB, @ TaKKE B COOTBETCTBHH CO CNELM(HKALMAMH, COACPIKALIMMHMCA B
PErHCTPAalMOHHOM JIOChE CTpaHBl-MMIOpTEpa. 3amucH MO TMpPOW3BOACTBY, YNAKOBKE W aHAJIW3y NPOBEPEHBI, H
YCTAaHOBNEHO WX cooTBeTcTBHEe TpebGosanusm [IpaBun Hagnekawmed npowW3BOACTBeHHOW mnpakTHku Eppasuiickoro
5KOHOMHYECKOT0 COH3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pimeqanne: IMpoaykr coorseTesyer 1pebosarivim HIL 3akmwosienne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person |

[Toaroroeneno: Nagri ITposepeno: Ramakant ||[1posepetio (AQK): / Opobpeno: Obecnieuenue kavuecTBa/OTBETCTBEHHOE

] @u\dd) Amit K.uj{a:/:/ e Q} L

Date / Date / : Date/ | Date/ ’;D-ﬂo’g'r o
Mara:29.08.2025 Jara: 29,08.2025 Mara: 29.08.2025 Hara:

Registered Office: 8-2-3327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




