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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTIU3A

Product : Nise gel 1%, 20 g

Ipoaywr: Haiis®, rens nis vapyxsoro npumedenus 1%, 20 r

Market / PuiHok : Russia / Poccus

Batch No. / . V240187 Batch Quantity / _57629.000 units /
Cepus Ne : Pa3smep cepun © 57629.000 equuu
Analytical Repourt No./ . 040002481356 Date of Analysis / . 11.04.2024
AHanuTHYecKHii oTUyeT No JlaTa aHann3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

JlaTa npoM3BOACTBA T'open no

Mfg. License No. /

IIpousBoacTBEeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JauueH3ua Ne

Analysis performed according ND No / Awaans nposeaen no HJI Ne: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) ot 29.03.2023

Ne | Test/ IokazaTenn

1 Appe;lrance / Onncanue

Result / PeayabTaThl

Clear homogenous light yellow gel, free
from particulate matter / OXHOpPOAHBIH
MPO3payHblil resib CBETIO-XKENTOro LBETA,
cBOOOJHEIH OT MOCTOPOHHUX YaCTHLI.

2 Identification by HPLC /
HNaentuduranus (BIAKX)

TpeOoBaHUSIM

r

| Specification / Hopma l
Clear homogenous light|
yellow to  yellow gel, free from

particulate matter / OnHOpOAHBIH Npo3padHbIi
reiib OT CBETJIO-XKENTOro [0 JKENTOro LBETa,
CBOOOJHBIN OT MOCTOPOHHUX YACTHLL.

Complies as prescribed / COOTBETCTBYET

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). /
BpeMmst yaepkuBaHMs OCHOBHOIO TiMKa Ha
XpOMaTorpaMMe  HCOBITYEMOTO  pacTBOpa
[TOJIXKHO COOTBETCTBOBATE BpeMeHH
'yIepKUBaHHA OCHOBHOT'O miKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHZapTHOIO
lobpasua HUMECYNIHJa (pazzen
«KonuuecTBeHHOE OnpeaeTIeHHE)

3 Weight of package
[contents Macca
COAEPKUMOr0 YHAaKOBKH

20g/20r

4

pH

5.6

‘According to the requirements. Not less than !
520 g / B cootBetcTBuu ¢ TpeboBanusmu. He
MeHee 20 T

|
"4.6t06.0/0t14,6 106,0

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusaM H/I

Conclusion : APPROVED /
3axkmwouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ankit

%
.f'f s

Checked by /
IIpoeepeno: Santosh Kumar

Maurya CE'

Approved by: Manager/Executive /
Opobpero: Menemxep / PykoBoaurens

Amit Kumar D .«\?

Reprint Date /
Jlara: 11.04.2024

Reprint Date /
Hata: 11.04.2024

Reprint Date /
Jata: 11.04.2024

¥
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Dr.Reddy’s ‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A

Product : Nise gel 1%, 20 g
Hpoayxr: Haiiz®, reis ans wapysxHoro npumenenns 1%, 20 r

Market / Prunox : Russia / Poccus

Batch No. / . V240187 Batch Quantity / . 57629.000 units /
Cepus Ne : Pasmep cepun " 57629.000 exuHHIL
Analytical RepoUrt No./ . 040002481356 Date of Analysis / . 11.04.2024
AnajguTudeckuii oryer Ne JlaTa aHanu3a

Date of M anufacture / . 03/2024 Date of Expiry / . 02/2027

JaTa npoBoacTBa T'ogen no

Mfg. Licemnse No. /

IIpousBoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI"-RU)
JuueHsusa Ne

Analysis performed according ND No / Anasan3s npoeexex no HJI Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JIII-Ne(001198)(PT-RU) or 29.03.2023

5

Related substances /PoacTBeHHbIE MPUMECH

1) Impurity A / Ilpumecs A
2) Impurity B / Ilpumecs B

3) Impurity C/ IIpumecs C
4) Impurity D / [Tpumecs D
5) Impurity E / [Tpumecs E
6) Impurity F / [Tpumecs F
7) Highest Unknown
Impurity / Enuanunas
HEeHACHTUGHLUIPOBaHHA
s HpHMeECh
8) Total impurities /
CyMMa npumeceit

Not detected / ne obHapykeHa
Below LOQ (LOQ =0.04 %) /
Hwxe npenena KoJH4ecTBEHHOTO
onpenenenus (IIKO = 0.04 %)
Not detected / He obHapyxeHa
Not detected / He 06HapykeHa
Not detected / He oOHapyKeHA
Not detected / He oGHapyxeHa
Below BDL/ Huxe mopora
perucTpaLuu

Below BDL/ Huxe nopora
perucrpaniu

1) Not more than 0.2 % / He 6onee 0,2 %
2) Not more than 0.2 % / e 6onee 0,2 %

3) Not more than 0.2 % / He 6onee 0,2 %
4) Not more than 0.2 % / ve 6omnee 0,2 %
5) Not more than 0.2 % / He 6onee 0,2 %
6) Not more than 0.2 % / ue 6onee 0,2 %
7) Not more than 0.2 % / ue 6onee 0,2 %

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

ITpumeuanne: [TpoaykT COOTBET:

Remarks : The Product conforms to ND/

cTByeT Tpebopanusm HJJ

Conclusion : APPROVED /
3akiarouenune: OJIOBPEHO

Piepated by /
Iloaroroeneno: Ankit

[

[P

Checked by /
ITpoBepeHo: Santosh Kumar

Maurya &(

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBomutenb
Amit Kumar i\ R

Reprint Date /
Jlara: 11.04.2024

Reprint Date /
Hara: 11.04.2024

Reprint Date /
Jara: 11.04.2024

Rewisterad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tol +91 40 4900 2300, Fax: +91 30 4900 2999, Email: mail@drreddys.com
CIN: LSS 185AP1984FLCO0AS0T

www.drreddys.com




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

Qe
DI". Reddy,s ‘_.. Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product : Nise gel 1%, 20 g
Ipoayxrz Haiiz®, rens ans napysxHoro npuMenenns 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No./ . V240187 Batch Quantity / . 57629.000 units /
Cepusi Ne . Pa3mep cepun * 57629.000 equnann
Analytical Repovrt No./ . 040002481356 Date of Analysis / . 11.04.2024
AHanHuTHYeCKUH oT4eT No JlaTta anaamnsa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

JlaTa npoM3BOACTBA Togen g0

Mfg. License No. /

IlIpouseoacTBeHHasT : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JIHueH3HsE No

Analysis performed according ND No / Anaaus npoeenen no HJI Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT'-RU) ot 29.03.2023

6 Microbial contamination / Mukpo6noJiornueckas YucToTa*

Total aerobic microbial
count / Ob11ee KOIHIECTBO

’KH3HECTIOCOOHBIX Less than 10 CFU/g/ Not more than 10> CFU/g /
a3pO6HBIX Menee 10 KOE/r He 6onee 10> KOE/r
MHKPOOPTaHU3MOB

Total combined Less than 10 CFU/g/ Not more than 10" CFU/g/
yeasts/molds count / Menee 10 KOE/r He 6onee 10" KOE/r

Ob11ee YHUCIO IPONCOKEBBIX
U TJIECHEBBIX IpHOOB

Pseudomonas aeruginosa  |Absentin 1 g/ OtcyrcTByeTr B 1 T Absentin 1 g/ OtcyrctBUe B 1 1
Staphylococcus aureus {Absent in 1 g/ OtcyrcTBYeT B 1 T Absentin 1 g/ OtcyrcTBHe B 1 T

i Assay / KonnuecTBeHHOe 9.0 to 11.0 mg of Ci3H2N20sS (nimesulide)
onpeneneHHe 9.99 mg / 9.99 Mr per 1 g of the product. /

Ot 9.0 1o 11,0 Mr C13H12N205S (Humecynun)

‘ B 1 r mpenapara -
8 Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /

[To 20 r B TyOy M3 TaMHHUPOBAHHOTO AJIFOMUHUS, CHAOXEHHYIO MeMOpaHol 11

[ KOHTpOIs IepBoro BCKpbIThs. [10 1 TyGe B nauky kapTOHHYIO ¢ HHCTpYKLMEH Mo
MPUMEHEHUIO (JIUCTKOM-BKJIAABILLIEM).

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

IIpameyanne: [Ipoaykr cooTBeTcTBYeT TpeboBanusm HJJ 3akmoyenne: QJIOBPEHO

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

[Toaroroeieno: Ankit //\ IIpoeepeno: Santosh Kumar Onobpeno: Meremxkep / PykoBoaurens
/ i " | Maurya % Amit Kumar s

Reprint Date / Reprint Date / Reprint Date / X

Hara: 11.04.2024 Jara: 11.04.2024 Hara: 11.04.2024

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 983166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A

Product : Nise gel 1%, 20 g

Mponyxr: Haits®, rens nas napyxuoro npumerenns 1%, 20 ¢

Market / Poinox : Russia / Poccus

Batch No. / . V240187 Batch Quantity / . 57629.000 units /
Cepus Ne ’ Pasmep cepuu * 57629.000 exunnu
Analytical Repovrt No./ . 040002481356 Date of Analysis / . 11.04.2024
Ananutudecknii oryer Ne JlaTa aHaau3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

Jarta npoM3BoACTBa I'ogen g0

Mfg. License No. /

IponspoacTBeHHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JHUeH3uA No

Analysis performed according ND No / Anaun3s npoBeaen no HJ Ne: JIIT-Ne(001198)-(PT'-RU) dt. 29.03.2023 /

JITI-Ne(001198)-(PI'-RU) ot 29.03.2023

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The
test may be absent in the in-house certificate of analysis./

* TIpOBOAUTCSA IPOU3BOMUTENIEM TNPH BbIMYCKE NEPUOANYECKH (C HHTEPBAJIOM B OIHO HCTIBITaHue Ha 20 cephii Wi He MeHee 1
pasa B ron). [TokasaTens MOKET OBITh HE BKIIFOYEH B CepTHOUKAT aHANN3a PUPMBI.

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /

IIpounseoauteas APC, crpana:

Homep cepun npoussoautens ADC: NMS$/13090880

FP Manufacturer API Batch number / FERA00081
Howmep cepun cyocrannuu npoussoautens I'JIdD:

API Manufactured by & country / Aarti Drugs Ltd., India /

Aaptu [parc JIta., MHaus

HaumeHoBaHue, afpec H HOMeD JULUEH3HH
IUIOIAAKH, OCYLIeCTBJIIOI el

Name, address, authorization No for FP
manufacturing site / Control site / Release site / IpousBojcTBeHHOE MoApasaenenue-6, Buamx Kxons,

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /

Hanarapx Poya, Bagmu, Conan Qucrpukr, X.I1. 173205, Hugus
(JTunenzus Ne MNB(5/263)

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumeuanne: [Tponykt cooTBeTcTBYET Tpebopanusm HJI 3axuouenue: OJIOGPEHO

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

IMonrorosieHo: Ankit [Tposepeno: Santosh Kumar Onobpeno: Meremxep / PykoBoauTtenb
Maurya = Amit Kumar R

Reprint Date / Reprint Date / Reprint Date / \

Hara: 11.04.2024 Jlata: 11.04.2024 Hata: 11.04.2024

R =Al=3R7

Registered Office: &-2

S

Tl 0

QU0 2900, Fax. +21 20 4900 2999, Email: mail@drreddys.com

Road Mo. 3, Banjara Hills, Hyderahad - 500034, Telangana, India

CIN. L85155AP1984PLC0O04507
www.drreddys.com




Dr. Reddy’s Laboratories Ltd
Formulation Unit-6

Do
Dr. Reddy’s “;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-C2
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel 1%, 20 g
Mpoaykr:z Haitz®, rens mnsa napysxuoro npumerenns 1%, 20 r
Market / Punok : Russia / Poccust
Batch No. / . V240187 Batch Quantity / . 57629.000 units /
Cepun Ne ) Pa3mep cepun * 57629.000 eaunuli
Analytical Repovrt No./ . 040002481356 Date of Analysis / . 11.04.2024
AHanuTHYecKHUii oTyeT Ne Jara aHaausa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
Hara npoHigoacTBa Foaen g0
Mfg. License No. /
IIpousBoACTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
Jgiensus Mo
Analysis performed according ND No / Axasns nposeaed no HJl Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JIT-Ne(001198)-(P1'-RU) or 29.03.2023

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».

3akji0ueHne 0 cooTBeTcTBHH: «HacTOSIMM 1 MOATBEPXKAAIO0, YTO NPUBEJCHHAs BhIEe MHGOPMALHA SBIAETCA
JOCTOBEPHOH M TOYHOM. DTa cepus NMPOAYKUMHM NpOM3BeJeHa (BKIOYas yMakoBKy (MapKUpOBKY) M KOHTPONb
KauecTBa) HA BBIIIEYKA3aHHOM MPOM3BOACTBEHHOM Iomanke (MUOMAnKkax) B TIOJHOM COOTBETCTBUH C
TpeGoBaHMAMHU IlpaBun Haluexallelf MPOU3BOJCTBEHHOH NpakTUKU EBpasMiHCKOro 3KOHOMHUYECKOrO COH03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeOOBaHUAMU KOHTPOJIS KaU€CTBA JICKaPCTBEHHBIX CPE/CTB,
a TAK)Ke B COOTBETCTBUH CO CrENUPUKAIUAMH, COAEPKALIMMHUCA B PErHCTPALIMOHHOM JI0CHE CTPAaHBI-UMIIOPTEpPA.
3anvcy 1O POK3BO/ICTRY, YIAKOBKE U aHANU3Y [IPOBEPEHBI, i YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHuAM [1pasun
HaJJIexallel IPOU3BOACTBEHHON NPaKTUKH EBpasuicKOro 5SKOHOMHUYECKOTO COO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykt cootBeTcTBYeT TpeboBanusam H/I 3axmouenue: OJJOGPEHO
Prepared by / ™\ Checked by / Approved by: Manager/Execulive /
IToaroroeieHo: Ankit f\ _| Tposepeno: Santosh Kumar Onobpeno: Menemkep / Pykosoaurenb
/' " | Maurya & Amit Kumar .'I\ . A
| | S
Reprint Date / Reprint Date / Reprint Date / !
Hara: 11.04.2024 Hara: 11.04.2024 Jata: 11.04.2024

fregisterad Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tal: 491 10 4200 2900, Fax: +91 40 4900 2999, Email: nail@drreddys.com
CIN. L35195AP1984PLCO0A507
www.drreddys.com



