Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Hait3® AxTuprens (HUMeCY/H) reis U HApY KHOro npumenenus, 1%, 100 ¢

Market / PeiHok : Russia / Poccust

Batch No. / . V230087 Batch Quantity / . 11743.000 units /

Cepnsi No ) Pa3mep cepun * 11743.000 envHHL
Analytical RepOft No. / . 890001708607 Date of Analysis / . 26.12.2023
AHaMUTHYECKHIt 0TYeT Ne [ara aHaauza

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npon3BojacTBa Monen g0

Mfg. License No. /

IIpouspoacTBeHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIHUeH3Hs Ne

JII-Ne(001336)-(PI-RU) ot 25.10.2022

Analysis performed according ND / Anasus nposeaen no HJI: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Pagel1 of 6/ Ctp. 1 13 6

No/ . .

o Test / Ilokazarenn Result / PesyanbTaT Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OBHOpPOIHBIN IPO3paYHBIH relb OnHOpOmHBIM INPO3payHbld  TE€Nb  OT
6J1eIHO-KENTOro LiBeTa C GecLBETHOTO 10 OJIEIHO-KENTOro LBeTa
XapaKTepHBIM 3a1axoM C XapaKTePHBIM 3aI1aXOM

2. Identification / UnenTHQHKANHSA

a) HPLC / BDXKX

Complies as prescribed
CooTBeTcTBYET TpebOBaHUAM

/

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 ynepxuBaHHs
OCHOBHOrO IIMKa Ha XpOMAaTorpamme

HCMBITYEMOrO  pacTBopa  JIOJDKHO
COOTBETCTBOBATh BpPEMEHH
yAep)KUBAaHUA OCHOBHOIO TMHKAa Ha
XpoMarorpaMmme pacTBOpa
cTanpapTHoro ofpasya HHMECYIUAa
(paznen «KonuyecTBeHHOE
orpesieIeHHE»)

Remarks : The Product conforms to ND/

Ipumeuanne: [poaykt cootsercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ambresh Kumar Hposeperxo:%mosh Kumar Onobpeno: Menemkep / Pykoroanrens
~ Maurya Manoj Kumar
@Q/ ury j h):%ﬁiﬂ
Reprint Date / Reprint Date / Reprint Date /
Jara:26.12.2023 Hara:26.12.2023 Jata:26.12.2023

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy'’s Q’:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®PHUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Hpoaykr: Haiis® AktuBrens (HUIMECYITUN) renb AL HAPYKHOTO mpuMeHenus, 1 %, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V230987 Batch Quantity / . 11743.000 units /
Cepusi Ne ) Pasmep cepun " 11743.000 exnHuLL
Analytical Repovrt No./ . 890001708607 Date of Analysis / . 26.12.2023
AHaluTHYecKHii oTyeT No JlaTa aHa;u3a

Date of Manufacture / . 12/2023 Date of Expiry/ . 11/2025

JaTta npousBoacTea T'open g0

Mfg. License No. /

IIpousBoAcTBEHHAs : MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PT-RU)
suueH3ns No

Analysis performed according ND / Auanus nposenen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page2 of 6/ Ctp. 2 M3 6

b) UV spectrophotometry / Y®- | Complies as prescribed /| UV absorption spectrum of the test
crnekTpodoTo METpHs CooTBeTCTBYET TPEOOBAHMAM solution should have absorption
maximum at 39745 nm / Y®-cnektp
MOrJIONIEHHS HCIBITYEMOrO pacTBOpa
JIOJDKEH MMETh MAaKCHMYM ITOTJIOIIEHHUS
mpu 397£5 HM
3. | Weight of package contents / 100g/100r According to Rus. Ph. / B coorsetcTBHK
Macca cogep;kuMoro ¢ Tpeboanusamu ['® PO
YHAKOBKH
4. pH 3.25 2.5t04.5/012,5104,5
5. | Viscosity / BazkocTb 990.4 centipoise / 400 to 1,200 centipoise /
990.4 canTtHmnya3s Ot 400 no 1200 canTnmyas
6. Impurities / Ilpamecn
i Impurity C/ Not detected / ne obHapysena Not more than 0.50 % /
[Tpumecs C He 6o1ee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Hixe Not more than 0.50 % /
TIpumecs D npenena oGHapysxkenus (110 = 0.02 %) He 6Gonee 0,50 %
iii. | Any other impurity / 0.04% Not more than 0.50 % /
Jobas npyras npuMechk He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenne: ONNOBPEHO

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

IMoaroroeneHo: Ambresh Kumar [poepeno: Santosh Kumar Onobpeno: Menemxep / PyKOBOI[HT?ﬂB
M Maurya (X_ Manoj Kumar }1‘_’741‘:1—

Reprint Date / Reprint Date / Reprint Date /

Hara:26.12.2023 Mara:26.12.2023 Hara:26.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

WWW,

diraddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiis® AkTuBrens (HUMECYNHI) Ieib Al HAPYXKHOrO NpUMeHenusd, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V230987 Batch Quantity / . 11743.000 units /

Cepus Ne i Pa3mep cepun © 11743.000 enqnnun
Analytical Repourt No./ . 890001708607 Date of Analysis / . 26.12.2023
AHannTHYeckuii oTueT Ne JaTa ananusa

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npou3BoAcTBa Toaen oo

Mifg. License No. /

IIpousBoacTBeHHAsA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PI'-RU)
JMueH3us Ne

Analysis performed according ND / Anaaus nposeaes no HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JIIT-Ne(001336)-(PT"-RU) ot 25.10.2022

Page3 of 6/ Crp.3 13 6

iv. | Total impurities / 0.10 % Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %

7. | Microbial purity* / Mukpo6nonoruyeckas 4ucrora*

i. [Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Ob11ee yncio a3poOHBIX MHKPO- He 6onee 100 KOE/r
OpraHMu3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Ob1ee uncno He 6onee 10 KOE/r
JPO}OKEBBIX M ILIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBre B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcytcTRue B 1 1

8. | Assay/KoandecrBeHHOe onpeaeneHHe

Remarks : The Product conforms to ND/
Hpumeuyanne: [Ipoaykr cooTBeTcTBYET Tpebopanuam H/J

Conclusion : APPROVED /
3axumouenne: OJOBPEHO

Prepared by / Checked by /

IToarorosmneHo: Ambreés‘h:igmar

Maurya

IIpoBepeHo: ?%osh Kumar
s

Approved by: Manager/Executive /

Ono6peHo: Menremxep / Pykosoauyens

Manoj Kumar f,ﬁ
Jb-} L

Reprint Date /
Jlata:26.12.2023

Reprint Date /
JaTta:26.12.2023

Reprint Date /
Jara:26.12.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




D dd , .‘.0 Dr. Reddy's Laboratories Ltd.
e ® Formulation Unit-6
r. R y s ° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +491 98166 56001-02
CEPTHE®HKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Ipoaykr: Haiis® AkTHBresb (HUMECYNHI) Tellb sl HapyKHOTo npumeHenns, 1 %, 100 r

Market / PuiHok : Russia / Poccus

Batch No. / . V230087 Batch Quantity / . 11743.000 units /
Cepnst Ne ) Pazmep cepuu * 11743.000 eguHuIL
Analytical Repo‘f‘t No. / . 890001708607 Date of Analysis / . 26.12.2023
AHanurTnyeckuii oTuer No JlaTta aHanusa

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npou3BOACTBA Togen o

Mifg. License No. /

IlpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIMLEeH3UsA Ne

Analysis performed according ND / Ananus nposeaeH no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JIIT-Ne(001336)-(PI'-RU) o1 25.10.2022

Paged4 of 6/ Crp. 413 6

Nimesulide / 9.96 mg/9.96 mr 9.0 mg to 11.0 mg of C13H12N>058
Humecynun (99.6 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 Mr mo 11,0 mMr C13Hi2N2058
(uumecynun) (ot 90,0 % mo 110,0 % ot
HOMUHAIIEHOTO cofiep>kanus) B 1 r rens

9. | Dimethyl sulfoxide / 99.8 % 90% to 110% of C;H¢OS (dimethyl
JuMeTHICYIHLPOKCHN sulfoxide) of label claim /
Ot 90 % o 110 % C;HeOS

(mumeTnncynshoKcua) ot
HOMMHAJIBHOTO COAEPXKaHHUs

10. |Package/ Ynakoeka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / [To 100 r B TyOy u3
NMaMUHHPOBAHHOrO ATIOMHHHS, CHAaOXEHHYI0 MeMOpaHOH MUt KOHTPOJIA
nepeoro BekpeiTHs. Kaxxayto TyOy BMECTE ¢ HHCTPYKLMEH M0 MEAULIHHCKOMY
NPUMEHEHHMIO TOMELIAIOT B MAYKy 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.

*TlokazaTe/lb MOXKET OTCYTCTBOBATH B ceprHdHKaTe anajn3a npoussoautens. Ilpoussoauren
rapaHTHpYyeT Ka4ecTBO NMpenapara 1o 3THM NOKa3aTeJIsiM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusim H/I 3axaoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: Amhrés_h)ég.lmar [Mposepeno: Santosh Kumar Onobpeno: Menemiep / Py}gpaom?enb
e & / . T

"\/ Maurya O{’ Manoj Kumar \I'h"éf_ el
Reprint Date / Reprint Date / Reprint Date /
Jara:26.12.2023 Jata:26.12.2023 Jata:26.12.2023

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: L85195AP1284PLCO04507
www.drreddys.com



Qe Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ... Formulation Unit-6
° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Te|: +91 98166 56001-02
CEPTUO®HUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiiz® AKTUBresb (HUMECYNHA) refb IS HApYXKHOTO IpHMeHeHud, 1 %, 100 ¢

Market / PoiHOK : Russia / Poccus

Batch No. / . V230987 Batch Quantity / . 11743.000 units /

Cepust Ne ' Pa3smep cepun * 11743.000 eguHuL
Analytical Rep0ft No./ . 890001708607 Date of Analysis / . 26.12.2023
AHasmruyecknii otuer Ne JlaTa anann3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JaTa npou3BoJcTBa Topen oo

Mfg. License No. /

IIpouspoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Ananus npoeeaen no HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI"-RU) ot 25.10.2022

Page50f6/Crp.5u3 6

3\2’11-1 I;;l)l:ne (INN) / HammenoBanne ADC Nimesulide / Humecysmun

API manufacturer batch number / NMS/13080769

Homep cepuun npouspoautesas ADC:

FP Manufacturer API Batch number /

Howmep cepun cyocTaHnud FEQA00580

npounssogutens I'JIP:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpouseoantens APC, ctpana: Aaptu [Hparc JItn., Manus

Name, address, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HaumeHoBaHHe, agpec H HOMEp J-p Penau’c Jlabopatopuc JIta., Maawms,
JIHIEH3HH IJIOMAKH, [MpousBoAcTBeHHOE NoApazaeieHue-6, Bunnamk Kxons,
OCYIIeCTBIAA IO CH Hanarapx Poyn, bagnu, Conan Juctpukr, X.I1. 173205,
NpPOH3BOACTBO/KOHTPOJIb Wnaus (JInuensus Ne MNB/05/263)
kadecTBa/Bbinyck LJI® /

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

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

Hpumeuanne: [Iponykt cooteTcTBYET TpeboBanuam H/I 3axmouenne: OJJOGPEHO

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

IToarotoeneHo: Ambresh Kumar [Mpoeepeno: Saptosh Kumar Ono6peno: Menemxep / PykoBomurenb
@, Maurya C@ Manoj Kumar w

Reprint Date / -. Reprint Date / Reprint Date /

Hata:26.12.2023 Hara:26.12.2023 Hata:26.12.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




L Aq Dr. Reddy's Laboratories Ltd
Dr. Reddy,s ‘... Formulation Unit-6
° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS 7o 491 98166 56001-02
CEPTU®HKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Mpoayikr: Haiis® AKTHBreb (HUMECYIIA) resb S HAPYAHOTO NPHMCHEHIA, 1%,100r

Market / PeiHOK : Russia / Poccus

Batch No. / . V230087 Batch Quantity / . 11743.000 units /
Cepns Ne ) Pasmep cepuu * 11743.000 equHuL
Analytical Repovrt No. / . 890001708607 Date of Analysis / . 26.12.2023
AHaauTudeckmnii oruer Ne JlaTa ananu3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npoH3BOACTBA Topen po

Mfg. License No. /

IIpon3BoacTeeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT'-RU)
auiensus Ne

Analysis performed according ND / Ananiu3 npoBejeH no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-No(001336)-(PT'-RU) ot 25.10.2022

Page 6 of 6/ CTp. 6 3 6

3aKaI0YeHHe 0 00TBeTcTBHH: «HacToAIMM i MOATBEPKIAL0, YTO IPUBC/ICHHASA BRIIIC uHbOopMalys ABISETCA
JIOCTOBEPHOM W TOUHOI. OTa cepusi MPOAYKIHH IPOU3BE/ICHA (BKJIFOYAd YIAKOBKY (MapKMpOBKY) X KOHTPOIb
KauecTBa) Ha BBIIEYKA3aHHOM IIPOM3BOJCTBEHHOH ILTOIIANKE (Tomankax) B HOJHOM COOTBETCTBHH C
TpeGosanusivi [Ipapun Hajuiexanien TIPON3BOJICTBEHHON NPaKTHKU EBPasHiCKOro SKOHOMHIHIECKOTO COr03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsops 2022) u TpeOOBaHUSAMH KOHTPOJIA KadecTBa JICKApCTBEHHBIX
CpEJICTB, a TAKXKe B COOTBETCTBUH CO CHELU(YUKAITUAMHU, CONCPKAIIMMHUCS B PErMCTPalliOHHOM JT0ChE CTPAHbI-
MMIIOpTepa. 3amUCH 1O IPOHM3BOJICTBY, YNAKOBKE M aHANM3Y NPOBEPCHBL, M yCTAHOBIICHO HX COOTBETCTBHUE
TpeboBanusM [IpaBuil Hamiexalnel IIPOM3BOICTBEHHOM IIPaKTHKK EBpasuiicKOro SKOHOMHYIECKOTO COt03a.

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

Mpumewanne: [TpoayKT COOTBETCTBYET tpedoBanusm HJL 3axmodenue: OJJOBPEHO

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

HoaroToeneno: Ambresh Kumar IMposepeno: Sagtosh Kumar Onobpeno: Meuemxep / Py_KOBO,EI,lﬂﬁe."lb
6‘5&/ Maurya ¢ Q‘/ Manoj Kumar b}” Jue

Reprint Date / Reprint Date / Reprint Date /

Jarta:26.12.2023 Jara:26.12.2023 JlaTa:26.12.2023

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: L85195AP1984PLC0O04507
www.drreddys.com



