Dr.Reddy’s Q_':‘

CER LIFICATE OF ANALYSIS

Dr. Reddy's Laboratories i-td
Formulation Unit-6

will, ¥hol, Nalagarh Road, Badd,
Diste. Solan, H.P., 173 205, INDIA
Tl 401 09,165 5 6001-02
wwiv.direddys.com

AHAJIA3A

Product: Nise® (Nimesulide) tablets 100 mg
| Hpopysy: Haw'® (HHMecqu) tabnerkit, 100 Mr

Janensus Ne
Analysis pcrf ormed according ND / Auanus nposegen o HI: JII- No(006398) (PT-RU)-310724

Page 1 of 6/ Cap. 1 H3 6

| Ne | Test / Ilokazarens

W Appearance / Onucante

2 | Identification /
HpenTudurxauu n

"3 | Average weight and

unif-mﬁi_tf_f of weight/

| Result / Pe3yibTaThi

Yellowish white round biconvex
tablets with smooth surface. /
Benble ¢ XKeNTOBaTBIM OTTEHKOM
KpYrJible IBOSIKOBBIMYKJIbIE
TabneTkH ¢ rnagkoi
MOBEPXHOCTHIO.

| Market / Peinok : Russia / Poccrm :

| Batch No / = Batch Quantity/ 2500000 tab /
Cepml Ne V2501425 Paamep cepun ' 2500000 Tab .
Analytlcal Report No / 890001823205 Date of Analysis / . 23.07.2025

AnaauTHyeckmii oTyer No - | Tara ananmza = o
Date of Manufacture / - 07/2025 | Date of Expiry / 06/2028

| lara npow3BoicTBa __Iﬂu_m mo it s e —
Mfg License No./ | MA =i

TponssoxcTrennas : MNB/05/263 | HOML‘I‘)"}‘,‘Y”' s JIM-Ne(006398)-(PI-RU)

| Specification / Hopma

| Yellowish white round biconvex tablets |
'with smooth surface. / bemsie ¢ !
| JKENTOBATBIM  OTTEHKOM KpYIJible

| IBOAKOBLINMYKJIbiE TabieTKH € riaakKoiH
MOBEPXHOCTHIO.

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>KHBaHHA OCHOBHOIO
MHKa Ha XPpOMaTOrpamMMe
HCTIBITYEMOrO pacTeapa
COOTBETCTBYET BpEMEHH
YOEepPXKUBAHHUA OCHOBHOTO NMUKA HA
XpoMaTorpamMme pacTtBopa
CTaHAapTHOrO obpasua
HUMECYINAA. |

| 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>kupaHus
OCHOBHOTO THMKa Ha XpOMaTOrpaMme
HCIBITYEMOT0 pacTropa JOJDICHO
COOTBETCTBOBATEH BPEMEHH Y e KHBAHUA

pacteopa CTaHAApTHOTO
Humecysmaa (paspen «KonuuecteeHHOe
OIIpE AJIEHHEN).

OCHOBHOTO MMHKA Ha XpOMATOrpaMme |
obpasua |

~ Complies / CooTeeTcTBYET

‘310 mg+5.0 %

Remmaks : The Product confirms to ND/
ITpumeuanue: Ilponykr coorsercTryet Tpedosatusm HIT

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by/
[ToarorosneHo: Shaoun 7\///

Checked by/
IlpoBepeno: Praves

h Rana
4
4

57

Date/

Hata: 23.07.2025

| Date/
Jara: 23.07.2025

| Date/
Hara; 23.07.2025

Approved by: Manager/Executive/
Qunobpeno: Menepkep / Py{oBosTeNE
Pavan Kumar Sharma \,/—,

- —

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

, Banijara Hills, Hyderabad -

500034, Teiangana, India

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

CIN: L85195AP1984PLCO04507
www.drreddy s.com

.



DrReddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
el e RSl SRE SEEICOR

www.drreddys.com

CEPTIGHKAT AHAJIH3A

" Product : Nise® (Nimesulide) tablets 100 nx;

| IMMpoaykr: Haiiz® (numecynua) Tabnerku, 100 mr e SN A
'ﬂrket / Py IHOK : Russia / Poccust
Batch No/ ; Batch Quantity/ 2500000 tab /
Cepis Ne s UIARE Pasmep cepumn * 2500000 Tab —
Analytical Repo”rt No/ . 890001823205 Date of Analysis / . 23.07.2025
AHanurHyecKHi oTyeT Ne Jlarta ananusa )
| Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2028
| Hara IPOR3BOACTBA Topen oo G
Mfg. License No./ MA ber:/
IlpousBoacTBeHHas : MNB/05/263 HOM:‘[‘)"I',‘YC E : JIT-Ne(006398)-(PI"-RU)

| armenzia Ne

| Analysis performed according NL/ AHaJi43 npoBeAEH N0 Hl}:_jtﬁ-b_@(ﬂp@i‘)_S)_—_(Pl‘-RU)—:i1_(_1.7_2i_ e

|
I
—]
|

Page 2 of 6/ Corp. 2 m36

| Cpennss macca u
| ogmopoanocrs Macebl

310.1 mg/ 310.1 mMr

18/20 tablets - not more thant 5 %
| 2/20 tablets - not more than+ 10 %. /
310 mr + 5,0 %

18/20 rabneTox — ve bonee = 5 %

2/20 Tabnerok — He Honee £ 10 %.

4 Water / Boaa 2.6%

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

5 | Dissolution / PacreopeHue Unit-1/Ta6n.-1

96 % He menee 75 % (Q) OT HOMMHAJLHOrO

| Unit-2 /Tabn.-2
Unit-3/Ta6n.-3

gog; | conepkanna Ci3HiN2OsS (numecynnn)
X __'f | uepes 45 MHH.
97%

Unit-4/Ta6n.-4

101 %

Unit-5/Taén.-5

97%

Unit-6 / Tabn.-6

98 %

6 | Related substances / PogcTBeunble IpumMec

Not more than 0.20%; / He 6onee

Impurity A / ITpumecs A

Below LOQ (LOQ= 0.0057 %)/
Hrxe Npefiena KOMM4ECTBEHHOTO
onpezeneHns (1IKO = 0.0057 %)

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

Impurity B /ITpumecs B 0.02 %

0,20%:

Remarks : The Product confirms to ND/
Hpumeuanne: llpoaykr coorerctByer TpeGosannsm HIT

Conclusion : APPROVED /
3ak.aogenne: OJJOGPEHO

Approved by: Manager/Executive/
Onobpetio: Meremkep / Pyraroamenib
PavanKumar Sharma S

=

Prepared by / Checked by/

[oarorosneHo: Shagun }\‘i// ITposepeno: Prave.? Rana
i /

Date/ ' ~ | Date/

Hata: 23.07.2025 Hara: 23.07.2025

Date /

Hara: 23.07.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIM LEELREARLBRAPI £ONASNT
www.drreddys.com
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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
Td . 401 98155 56001-02
www.drreddys.com

CEPTHOHMKAT AHAJIH3A

| Product ; Nise® (Nimesulide) tablets 100 mg

l'lpnmrm Haitz® (numecynu fl)

tabnetis, 100 Mr

Markct / PbIHOK

Russia / Poccus

Impurity C/ITpumecs C

Impurity D /TIpumecs D

Impurity E/ TIpumecs E

| Impurity F /TIpumecs F

Individual unidentified
: X KOJIMYECTBEHHOr'O OMpPe/ICNeHHS
Impurity / Enunuunas
HEHIEHTHHULIMPOBaHHAS
TIpHMech
Total m“lpuntles /' Cymma 0.02%
npumMeceii
7 tUniformity of dosage units/
OaHopoaHOCTH 15
103U POBAHHSA g

Analysis ch{gnlgd_gccpggillg_@_ / AHaau3 npoBeaeH 1o HJIL: J@[!-_{%}zj_(OUGS‘)S)-(PI‘-RU)-Bi0724 HE

| Not detected / ne oGnapysxeHa

Below LOD (LOD = 0.0049 %) /
Hwxe npenena o6Hapyxenus
(T10 —0.0049 %)

Not detected / e obHapy»ceHa

Not detected / e obuapyxeHa

Below LOQ / Huxe openena

‘Batch No/ ! Batch Quantity / 2500000 tab/ =
Cepug Ne S e Paimep cepun " 2500000 Tab
Analytical Repo:’t No/ . 890001823205 Date of Analysis / . 23072025
AxasuTHyeckHIi oTyer No Hara ananuza = )
Date of Manufacture / . 07/2025 Date of Expiry / 06/2028
Jara npow3soacTea Tozen no -
| Mfg. Licensc No. / MA bers/
HpoussoacTBenHas : MNB/05/263 + Ly : JIM-Ne(006398)-(PT-RU)
omep PY
annenzua Ne

Page 3 of 6/C1p.3 m3 6
Not more than 020 %; / He 6omnee |
0,20 %;

Not more
0,20%;

than 020 %; / He 6onee

Not more than 0.20 %; / He 6onee

0,20%;

Not more
0,20%;

than 0.20 %; / He 6oee

Not more than 0.20 %; / He O6onee

0,20 %;

Not more than 1.5 %; /He 6onee 1,5 %;

The Acceptance Value (AV) should be
less than or equal to 15.0./ TlokasaTens
npremnemoctd (AV) nomxeH ObITH He
6onee 15,0.

Remarks : The Product confirms to ND/

Hpsscyum : TTpottykr coorsercTayeT TpeSosanuaM 111

Conclusion : APPROVED /
Jarmouenne: QJJOBPEHO

| Hara: 23.07.2025

Hara: 23.07.2025

Preparedby/ W Checked by/ Approved by: Manager/Executive /
IToarorosneno: Shagun V IIpoeepeno: Pravesh Rana Onobpeno: Menemwxkep / Pykogoauresns

. Pavan Kumar Sharma —_-
VS - e e
Date/ Date/ Date /

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
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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 1+51 98165 56001 -02

www.drreddys.com

CEPTHOHKAT AHAJIH3A

Product: Nise® (Nimesulide) tablets 100 mg
l'lponym Haifa® (immec ynm) tabnerkn, 100 mr
Market / Poinox * Russia / PoccHn

| Batch No/ : Batch Quantity / _ 2500000 tab /
| Ce_[’"ﬂ Na o e | Pazmep cepum * 2500000 Tab

Analytlcal Report No/ . 890001823205 Date of Analysis / . 23.07.2025 |
AHATHTHYECKHH oT4eT Ne S S | lata anann3a =TT i 4L
| Date of Manufacture / . 07/2025 Date of Expiry / . 06/2028 |
| ata npon3BoACTRa Al Toacu po X e __ ol
| Mfg, License No./ MA b '
| IponseoscTBeRNan . MNB/05/263 HOM;‘:"P}Y“' : JI-Ne(006398)-(PT-RU) |

.rmueu:mﬂ Ne

| Analvsns performed accordmg ND / Auanus nposeneﬂ no HJI: JIII-N‘o(006398) (PI'-RU)- 310724

(8 ] Mlcroblologlcal purity* / v Mmcpoﬁno.ﬂomqecxan umncroTa*

Page40of 6/Crp. 4 13 6

| | @) Total Aerobic Microbial NA
| Count / O6mee uucno |
XH3HECTIOCOOHBIX a3pobHBIX |
| MHKPOOPTaHH3MOB
b) Total Combined Yeastand |  NA

! moulds count / O6wmee uucno |
] |
( | APOMOKSBBIX M  IIECHEBBIX |
| rpubos

. o) Escherichia Coli | NA

| Assay / KonnuecTBemoe 985 mg/ 98.5 Mr

| onpegeJienic

}10 Packaging / YmakoBka 10 tablets m a PVC/aluminum
| |blister. 3 blisters and a package
' leaflet in a carton. / Ilo 10
tabnerok B [IBX/amomunnesom
6imctepe. 1o 3 6micTepa BMecTe ¢
‘anxoM-Bmaz(mmieM B MayKy

Not more than 10° CFU/g. /
' He 6onee 10> KOE/r.

Not more than 10? CFU/g. /
He 6onee 10?2 KOE/T.

Shall be absentin 1 g, / |

I Otcyrcieye B 1 T

1900 to 110.0 mg of CnHRN;0s8
(nimesulide) per tablet. / Or 90,0 no
110,0 wvr CpH12N20sS (HuMecyaun)

B TabneTke.

110 tablets in a PVC/aluminum blister. 1, |
12, 3 or 10 blisters and a package leaflet in |

| a carton. /

{ITo 10 Ta6bnerok B IIBX/anoMuHueBoM

6nucrepe. Io 1, 2, 3 wm 10 6mHcTepos |

BMECTE C JMCTKOM-BKJIa[BIIEM B NauKy

KapTOHHYO.

KapTOHHYIO.

Remarks : The Product confirms to ND/
Hpumevanne: IIpogykr cooTBercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3ak.modenne: OJOBPEHO

Prepared by /

IloaroroBnedo: Shagun;\}’)' =2

Date /
Hata: 23.07.2025

Checked by/ Approved by: Manager/Executive /
ITposepero: Pravesh Rana Onobpero: Meremkep / Pyk pgosuress
-’? Pavan Kumar Sharma r
— | == = — = e /
Date/ Date/ 3

Harta: 23.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 a0 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys com
Clrh LBBIDBATLRRARLCINNASNT
www.drreddys.com

Iara: 23.07.2025 |



Dr.Reddy’s 1‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborataries Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +53 96165 56001-02

www.drreddys.com

CEPTHOUKAT AHAJIH3A

[ Product : Nise® (Nimesulide) tablets 100 mg
| Hpoayxr: Hav'® ( Huwccynnn) TabneTkn, 100 mr

Market / PsrHOK s Ruqsm / Poccus

Batch No/ '. Batch Quantity / 2500000 tab /
Cepua Ne P V2501425 Pazmep ce pan * 2500000 tab \J
ﬁnalytlcal Report No/ . 890001823205 Date of Analysxs 7 . 23.07.2025
AHanMTHYECKHI| oTyeT Ne = Hara ananmsa 2
| Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2028
Jara nponsBoacrea | I'ogen po o
Mfg. License No./ o ber:/
IlpousBoacTBenHas : MNB/05/263 Ll : JITI-Ne(006398)-(PT"-RU)
Homep PY
JiHyenzan Ne e

| Analvsls ysis performed according ND / Anasns nposejren no HJI: JI1-Na(006398)- {PI RU) 310724 |

Page Sof 6/C1p. Smu3 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. /

* - A”am3 no nokasatento «MHKpobnonoruyeckas YMCTOTa» NPOBOMWTCS TIPOMIBOJUTENEM MDY  BbLIYCKe
MepHOAMUECKH (C HHTEPRANOM 0H0 ucrtbrtakue Ha 20 cepuif wan He Menee 1 paza B roa). Iloxasatene moxer BuiTh e

BiuTEOueH B CepTudMkaT aHanu3a GUpMBIL.

"API name (INN) / Haumenopanue A®C (MHH):

Nimesulide / Humecy.nug

API manufacturer batch number /
Homep cepun npomzsoguTens APC:

NMS/125030238, NMS/125030240

FP Manufacturer API Batch number /
Homep cepin cyGcTaHIHHA NPOH3BOMET €IS
TJI®:

FESA00192, FESA 00193

API Manufactured by & country /
Tpoussoanrens ADC, crpana:

Aarti Drugs Limeted / Aaptyn Jdparc Jlumuren

Name, address, authorization No for FP
mannfacturing site / Control site / Release site /
HaunmenoBaHHe, aapec, JTHUEHIHA IS
IIponsBoacTeenHnas naomanka / Ilnomanka
KOHTpoJIs kayecTBa / [lnomwanxa BLINYCKA

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
, India (license No MNB/05/263)/
A p Penmir’c Jlabopatopiic JItn, Hupusa, TIporssoacTBeHHOE
nopapasaenenne-6, Bumnn Kx ons, Hanarapx Poya, bagam,
Juctpukt Conan, X.I1., 173205, Mupus (nunensus Ne

MNB/05/263)

=

Remarks ; The Product confirms to ND/
IMpumeuanse: [Ipogykt coorBeTcTBYeT Tpeboranusm HJT

Conclusion : APPROVED /
3aknareuenne: OJOBPEHO

_Checked by/
Iporepeto; Prave s Rana

Prepared by /
IToaroTosneHo: Shagun }\v"

Date/
Jara: 23.07.2025

Date/
Hara: 23.07.2025

Date/

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / PykmoanTens
Pavan Kumar Sharma ri’tm

/

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
LI LES1YBAP)88IPLCO0450T
www.drreddys.com
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." Dr. Reddy's Laboratories Ltd.

A Formulation Unit-6

". Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tat : +91 ©816€ 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com

———— CEPTHOHUKAT AHAJIZA

Product: Nise® (Nimesulide) tablets 100 mg

: l:l__@_%}'!&'rt Hai3® (humecynun) Tabretkn, 100 mr Ny

Dr.Reddy’s

Market / Prinok ~: Russia/Poccug > -
Batch No/ : Batch Quantity/ 2500000 tab/ =]
Cepua No il Pasmep cepun 2500000 Tab
Analytical Repoyrt No/ . 890001823205 | Date of Analysis/ . 23.07.2025

| AHanuTHYEeCKHIT OquT__.N'g__ JlaTa ananusa Teea————
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2028
HMara nponzBojacTea ) - | l'open po .
Mfg, License Nao. / MA ber:/
I poussoacTBEHHAR : MNB/05/263 e LR . JIT-Ne(006398)~(PI"-RU)

omep PY

aunenzus Ne e

| Analysis performed aécprding ND / Anasmus nposem;;r;) H: JII[-NQ(UU639_8_)_—(PF-RU)—3_107_2_4 = Sl
Page 6 of 6/CTp. 6 n3 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
Tuly 202?) and requirements 10 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.

3akarouennc o coorBeTcTBHR: «HacTofLMM 2 NOATBEPXIAIO, YTO TpPWBEZEHHAA BbLC HHPOPMALHA SABIAETCH
JOCTOBEpPHOH M TOYHOH. 3Ta ceprs NpoayKLH i IPOH3BeeHa (BKIIOYas YIIaKOBKY (MapKUPOBKY) ¥ KOHTPOJTb KaueCTBa)
Ha BBIICYKA3aHHOH MpPOM3BOACTBEHHOM mioLlanke (M1ouaaxkax) B IIOJHOM COOTBETCTBHM ¢ TpebGosaHusaMH Ilpasun
Hajexalei mporu3BOACTBEHHON NpakTuky EBpasuii cxoro skoHomHueckoro cotoza (Ne GMP/EAEU/RU/00554-2022
or 23 wons 2022) u TpeOOBaHMAMM KOHTpOJIA KaueCTBA JIEKAPCTBEHHBIX CPEACTB, a TakKe B COOTBETCTBUH CO
creundHUKaUMAMY, COAEPIKAIUMMHCA B PErHCTPalMOHHOM AOChE CTPAHBI-MMIOPTEpa. 3alHMcU TO MpPOU3BOACTRY,
yNakoBKe W aHalu3y INpOBEpeHbl, M YCTAaHOBJIEHO HX cOOTBeTCTBHE TpeboBanusam [lpaBun Hamnexauei
IpOH3BOACTBEHHOH TPaKTUKH EBpasvn” ckoro 3KOHOMHHUECKOTO COKO3a.

Remarks : The Product confirms to ND/ . Conclusion : APPROVED /
Ilpnmeyanne: ITponykt cooTBeTcTBYST TpeboBamam HI[ S3axmouene: OJOBPEHO
Prepared by/ Checked by/ "Approved by: Manager/Executive/
Togrorosnexo: Shagun 2/' Ilposepeno: Pravesh Rana Onobpeno: Menemxep / Pyropogirens
; Al Pavan Kumar Sharma "{"" —

o == :’/.
Date/ Date/ : Date/ -
Jata: 23.07.2025 Hara: 23.07.2025 Hara: 23.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tiel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




