Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Opoaykr: Haiiz® Akrusresb (HUMeCYII) Feib ISl HAPY)KHOTO MpuMeHenns, 1 %, 50 r

Market / Poinok : Russia / Poccua

Batch No. / . Batch Quantity / . 23529 units /

Cepusi N P V240494 Pazmep cepum " 23529 exunuL
Analytical Report No. / . 040002598823 Date of Analysis / . 24.07.2024
AHANHMTHYECKHH 0TYeT Ne JaTa ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

HdaTta npoussoacrsa T'oaen po

Mfg. License No. /

IIpouseoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT"-RU)
JinueH3us Ne

Analysis performed according ND / Ananu3 nposeaen no HJ: JIII-Ne(001336)-(PI'-RU)-251022

Page1 of 6/ Ctp. 1 u3 6

No /
Ne

Test / ITokazatenn Result / Pe3yabTar

Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor/ | pale-yellow gel with characteristic odor /
OnxoponHeli  npo3payHeld  renb | OXHOPOAHBIM MpPO3payHbIA  reib  OT
6J1eJHO-KEITOro
XapaKTepHBIM 3a11axoM

C 6CCLlBeTHOI‘0 A0 6HCI[HO-)K€HTOFO B€Ta
C XapaKTEPHBIM 3ariaxom

2. Identification / Unentudpuxanus

a) HPLC / BOXX Complies as

CooTBETCTBYET TpeOOBaAHUAM

/| 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 ynepixvBaHus
OCHOBHOrO IHMKa Ha XpOMaTorpamme
UCIIBITYEMOIO  PacTBOpa  JOJDKHO

COOTBETCTBOBATH BpPEMEHH
yIEp)KHBaHHs OCHOBHOrO IHKa Ha
XpomarorpaMmme pactBopa
CTaHOapTHOro obOpasua HUMecyIuja
(pasnen «KonuuecTBeHHOE
OTpeneTICHHE)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

3akmwouenne: OJJOBPEHO

Prepared by / Checked by /

Ioaroroeneno: Santosh Kumar @ [Tposepeno: Pgwan Kumar
Maurya 2 ,.L

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykopoauTtess
Manoj Kumar 7

Reprint Date / Reprint Date /
Hara: 24.07.2024 Jlata: 24.07.2024

Reprint Date /
Jlata: 24.07.2024

Registered Cifice: 8-2-337, Road Ne. 3, Banjara Hills, hyderabad - 500034, Telangana, India
Tel: +81 4G 4960 2900, Fax: +91 40 4900 2998, Ernail: mzii@drreddyz.com
CIN: L85195AP1984PLCODA507

wwiv.drreddys.com




Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drieddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haiis® Axrusrens (HUMecyIHa) refib s HAPY)KHOTO NMpuMeHeHus, 1 %, 50 r

Market / Poitok : Russia / Poccust

Batch No. / V240494 Batch Quantity / . 23529 units /

Cepust No Pasmep cepuu " 23529 enunun
Analytical Report No. / . 040002508822 Date of Analysis / . 24072004
AHanuTu4eCckunii oryer Ne JlaTa ananusza

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JlaTa npoM3BoOACTBA I'ogen no

Mfg. License No. /

ITpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
Juuenzus Ne

Analysis performed according ND / Ananus npoeeaen no HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Crp. 2 u3 6

b) UV spectrophotometry / Y-
cniekTpodoTo MeTpus

Complies as
CooTBeTCTBYET TpeOOBaHUAM

prescribed

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnexrp
TMOTJIOLIEHHS! MCTBITYEMOr0  pacTBOpa
JIOJDKEH WMETh MAKCHMYM IOTJIOCHHUS
npu 39745 um

3. |Weight of package contents / S51g/5lr According to Rus. Ph. / B cooTBetcTBUM
Macca coaepkuMoro ¢ TpeboBanusmu ['® PO
YIAKOBKH

4. | pH 3.16 2.5t04.5/012,5 n04,5

5. | Viscosity / Bsazkoctb

985.9 centipoise /
985.9 canTunyas

400 to 1,200 centipoise /
Ot 400 mo 1200 cantunyas

6. | Impurities / Ilpamecn

i. | Impurity C/ Not detected / He oGHapyseHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / e oGHapyxena Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jio6asi apyras npuMech He 6onee 0,50 %

Remarks : The Product conforms to ND/
Hpumeuanne: IIpoaykT cootBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by /
IToarororneno: Santosh Kuma%
Maurya sl

Checked by /
[Iporepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

Manoj Kumar \

Reprint Date /
Hara: 24.07.2024

Reprint Date/ '
JHara: 24.07.2024

Reprint Date /
Hara: 24.07.2024

Registered Cffice: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz2
fel: +91 40 4960 2900, Fax: +91 40 4200 299¢, Ernail: maii@drreddys.com

CIN: LR5195AP1984PLCOD4507
wendrreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDI|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Haii3® AxTusrens (HuMecyssa) reib JUist Hapy:kHoro npumenenns, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No./ ; Batch Quantity / . 23529 units /

Cepusi Ne £ V240494 Pasmep cepun © 23529 epuHuny
Analytical Report No. / . 040002598822 Date of Analysis / . 24072004
AHanurnyecknii oTyer No JlaTa aHa/u3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npou3BoacTBa T'open oo

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
JuUUeH3us Ne

Analysis performed according ND / Ananu3s nposenes no HJ: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 6/ Ctp. 3 u3 6

iv. | Total impurities / 0.1% Not more than 1.50 % /
CyMmMa rpumeceii He 6onee 1,50 %
7. | Microbial purity* / Muxpo6HoJioruyeckas yucrora*®
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O611ee yucno a3poObHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / O61uee yucso He Gonee 10 KOE/r
JIPOXOKEBBIX U TIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBHE B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrctBue B 1 T
8. | Assay/KonnyecTBeHHOe onpexeeHHe

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpogykr coorBeTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axaoguenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Santosh Kumar [Iposepeno: Pawan Kumar OnobpeHo: Menemxkep / PykosoauTens
Maurya g Manoj Kumar j ; ;U- J
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.07.2024 Jara: 24.07.2024 Jara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L35135AP1984PLCO04507

www.drreddys.cam




" Dr. Reddy's Laboratories [td.
[} Forrmulation Unit-6
Dr. ReddY’s ‘... Vill. Khol, Nalagarh Road, Baddi,

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

Tel : +91 98156 56001-02
CERTIFICATE OF ANALYSIS s drreddys. com

CEPTUP®UKAT AHAJIM3A

Product : Nise€ Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponykr: Haiis® Axrusrens (HUMECYIUI) TeNlb A1 HAPYXKHOTO npuMenenus, 1 %, 50 r

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units /

Cepus Ne F V240494 Paszmep cepumn © 23529 egunni
Analytical Report No. / . 040002598823 Date of Analysis/ . 24072004
AHaJUTHYECKHIT 0THeT Ne JlaTta ananu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JarTa npou3poicTBa I'onen po

Mfg. License No. /

IIpousBoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueH3sus Ne

Analysis performed according ND / Auasiuz nposegex no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ Crp. 4u3 6

Nimesulide / 9.93mg/9.93 mr 9.0 mg to 11.0 mg of Ci3H12N20:sS
Humecynupn (99.3 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr g0 11,0 mr Ci3H12N20sS
(aumecynun) (ot 90,0 % 10 110,0 % ot
HOMMHAJIBHOTO coiepaHus) B 1 r rens

9. | Dimethyl sulfoxide / 100.1 % 90% to 110% of C2HeOS (dimethyl
JumeTuiicynn(poKcHx sulfoxide) of label claim /
Ot 90 % no 110 % C2HsOS

(numeTnncynpokcua) ot
HOMHHAJIEHOT'O COeprKaHMs

10. | Package/ YmakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 50 r B TyOy u3
JIAMMHHPOBAHHOTO AJFOMHMHUs, CHabXkeHHYI0 MeMOpaHOH i KOHTpOJs
nepBoro BCkpeiThs. Kaxayro Tydy BMecTe ¢ MHHCTPYKLHEH M0 MeIHLIMHCKOMY
NPUMEHEHHIO MOMELIAIOT B NAYKy KapTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*IokaszaTe/ib MOKET OTCYTCTBOBATH B cepTHQHKATe aHAM3a npousBoauTes. Ilpon3BoauTen
rAapaHTHpPYeT Ka4yecTBO NpenapaTa 1o 3THM NOoKa3aTelIaM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuannue: [Ipoaykr cooTBeTcTBYeT TpeboraHusm HJL 3akmouenne: O/IOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

INoaroroeneno: Santosh Kuma [Tposepeno: Pawan Kumar OnobpeHo: Menemkep / PykosoauTens

Maurya &9/ Manoj Kumar @
.

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.07.2024 Hara: 24.07.2024 Jlata: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 4960 2900, Fax: +31 40 4900 2995, Ernail: maii@drreddys.ccm
CIN- 1 RST195APT198.4PLCOD4507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories [td,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponykr: Haiis® Akrusrens (HUMeCyu) reflb JUIA Hapy»KHOro npumeHenus, 1 %, 50 r

Market / Porhok : Russia / Poccus

Batch No. / . V240494 Batch Quantity / . 23529 units /

Cepus Ne PasmMep cepun 23529 enviHuil
Analytical Repourt No./ . 040002598823 Date of Analysis / . 24072024
AHanuTHyeCknii oTryer Ne JlaTa ananu3sa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jarta npon3BoacTea I'ogen o

Mfg. License No. /

IIpousBoacTBeHHast : MINNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JMueH3ust Ne

Analysis performed according ND / Ananus npoeeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page50f6/Crp. Su3 6

(MHH):

API name (INN) / Haumenoanue A®C

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun nponspoautens APC:

NMS/13121242

FP Manufacturer API Batch number /
Homep cepnu cy6cTaHIHH
npoussoaurTeas I'JID:

FERA00269

API Manufactured by & country /
IIpouszsoautenn ADPC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jparc JItn., Uaaus

Release site /

Name, address, authorization No for
FP manufacturing site / Control site /

HaumeHoBanue, axpec H HoMep
JIMUEH3HH IO AKH,
ocyIIecTBIAIONICH
MPOH3BOACTBO/KOHTPOIb
kayecTBa/Boinyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennu’c Jlaboparopuc JItn., Unaus,
IMpousBoacTBEHHOE Moapa3ieneHre-6, Bunnamk Kxons,
Hanarapx Poyn, bannu, Conan Juctpuxr, X.I1. 173205,
Hupusa (Jlunensus No 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. 02 September 2022) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumeuanne: [Iponykt cooTBercTBYeT TpeboBanmsm HJI 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Hoaroroeneno: Santosh Kumar ITpoeepeno: Pawan Kumar Onobpeno: Menemxkep / Pykosoaurtens

Maurya ﬁ Manoj Kumar \q@?—;@
— % i

Reprint Date / Reprint Date /” Reprint Date /

Jara: 24.07.2024 Hara: 24.07.2024 Jara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangansa, india
Tel: +91 4G 4500 2900, Fax: +51 40 4900 2998, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

wwyv.drreddys.com




Dr. Reddy's Laboratories (td.

D R , ‘... Formulation Unit-6
® Vill. Khol, Nalagarh Road, Baddi
r. eddy S » Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIU3A
Product : N1se Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoayxr: Haiis® AkTusrenb (HUMECYIUA) reb Ui HapY»KHOTO MpUMeHeHHs, 1 %, 50 T
Market / Pbitok : Russia / Poccus
Batch No. / ) Batch Quantity / . 23529 units /
Cepus Ne ¥ V240494 Pasmep cepun 23529 epunun
Analytical Report No. / . 040002598823 Date of Analysis / . 24072004
AHanuTuyeCkHii oruer Ne JlaTa anaam3sa
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026
Jata npouszBoacTsa T'open a0
Mfg. License No. /
IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIHueH3us Ne
Analysis performed according ND / Ananiu3 nposeaex no HJ/I: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 0of 6/ Crp. 6 3 6

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3akouense o coorBercTBHH: «HacTosmmM s MOATBEPXKIAL0, YTO MIPHBEICHHAs BhIIIe HHPOPMALHS ABJISAETCS
JOCTOBEPHOM M TOYHOM. DTa cepHs IPOIYKIHH NPOH3BeleHa (BKIIOYAs YNaKoBKYy (MapKHpPOBKY) M KOHTPOJIb
KayecTBa) HA BHINIEYKA3aHHOW MPOM3BOACTBEHHOM Iutomanke (IUIOMAAKaX) B IIOJHOM COOTBETCTBHH C
TpeboBanusaMu 11paBui HajIexamei MpOU3BOACTBEHHON NpakTHKK EBpasHiCKOTo 5KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsaops 2022) u TpeOGoBaHMAMHM KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX
CpEJICTB, & TAKXKE B COOTBETCTBHH CO CHELU(PUKAIMIMHE, COICPKAIIUMHUCI B PETUCTPAIIMOHHOM JIOCHE CTPaHbI-
UMITOpTepa. 3alycH 1O HPOU3BOJCTBY, YIAKOBKE M aHAIM3y NPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE
TpeboBauusiM [IpaBu Haexamed Mpou3BOIACTBEHHON IPaKTUKH EBpasHiiCKOro 3KOHOMUYECKOI0 COF03ay.

Remarks : The Product confurs o WD/ Cuntlusivu : APPROVED /
Ipumeuanne: IIpoaykT coorBeTcTByeT TpeboBanusM HJI 3akawyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Santosh Kumar IIporepeno: Pawan Kumar OnobpeHo: Menemxkep / Pykosoajrens
Maurya @,_ g Manoj Kumar @—_‘ﬂt
Reprint Date / Reprint Date / / Reprint Date /

Hara: 24.07.2024 Hara: 24.07.2024 Hara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN® IR5195AP19S4PI CNNARNT
www.drreddys.com




