Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Dr. Reddy's Laboratories |td.

Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,

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

Product: Nise gel 1%, 50 g
Mpoayxr: Haiiz®,

renn AN Hapy>KHoro npuMeHeHus 1%, 50 r

Market / Poinox

: Russia / Poccust

Batch No./ . V240565 Batch Quantity / . 23333.00 units /

Cepus Ne ) Pazmep cepuu " 23333.00eaunnn

Analytical Repo“rt No./ . 040002620548 Date of Analysis / . 19.08.2024

AHanuTwvecKknii oryer Ne JlaTa ananusza - |
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

Jarta npousBoacTea I'ogen no

Mfg. License No. /

IlpouzBoacTBeHHAast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)

Juuen3ust Ne

Analysis performed according ND No / Ananus nposeney no HJI Ne: JITI-No(001198)-(PI'-RU)-290323

Specification / Hopma

Ne Te_st_/ IToka3zaresb Result / PesyasTaThi
1 Appearance / Onucanue |(Clear homogenous yellow gel, free from ;Clear
particulate matter / OHOpoAHBIN yellow

homogenous
to yellow  gel,

free

light
from|

TPO3pauHbLil reNb XKENTOTO LBETA,
CBOOOMHBIH OT MOCTOPOHHHUX YaCTHULL.

particulate matter / OpHoposHblii npo3paUHbIill
Fenb OT CBETNIO-KENTOro A0 JKENTOro I[(BETa,
CBODOAHLII OT MOCTOPOHHHX YaCTHIL

2 [dentification by HPLC /
Hnaentudpuxannsa (BIXKX) rpeboBanuam

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). /
Bpemst ynepHMBaHHs OCHOBHOI'O IHMKa Ha

XpOMaTOrpaMMe  HCIBITYEMOrO  pacTBOpa

JIOJIKHO COOTBETCTBOBATD BpEMEHH

yaepAKIHBaAHNS OCHOBHOTO nvKa Ha

XpOMATorpaMmMe  pacTBopa  CTaHAApPTHOIO

obpazua HUMeCYNuaa (pa3nmen
- «[{onnyecTBEHHOE ONpPEeNeHIe)

3 Weight of package S5lg/51lr According to the requirements. Not less than |
contents Macca 50 g / B cootBeTcTBUM ¢ TpebosanusMu. He
COAEPKUMOI0 YIAKOBKH menee S0 T

4 pH 5.7 4.6t06.0/014,6 5o 6,0

Remarks : The Product conforms to ND/
IIpumeyanne: [TpoaykT cooTBeTcTBYET TpeboBanusam H]|

Conclusion : APPROVED /
3axkimouenne: OJJOBPEHO

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

TToaroroneno: Ramak Iposepeno: Santosh Kumargs Onobpeno: Menemxep / PykoBoautens @J
RM Maurya —| Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

JHata: 19.08.2024 Hara: 19.08.2024 Hara: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +S1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drredadys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Nise gel 1%, 50 g

Ipoaykr: Haiis®, rens ans Hapyxuoro npumenenns 1%, 50 r

Market / PoiHOK : Russia/ Poccus

Batch No./ . V240565 Batch Quantity / . 23333.00 units /

Cepus Ne ) Pazmep cepuu " 23333.00egunuy

Analytical Repovrt No./ . 040002620548 Date of Analysis / . 19.08.2024

AnanntrHueckuii oryer No JlaTa aHaau3a - .
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JlaTa npou3BoAcTBA T'oaen po

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001198)-(PI-RU)

Auuen3ua Ne

Analysis performed according ND No / Auanus nposened no HJI Ne: JITI-Ne(001198)-(PT-R1)-290323

5 Related substances /PoxcTBeHHBIC IPHMECH

1) Impurity A / ITpumecs A

2) Impurity B / [Ipumecs B

3) Impurity C / [Tpumecs C
4) Impurity D / [Ipumecs D
5) Impurity E / IIpumecs E
6) Impurity F / [Tpumecs F

7) Highest Unknown
Impurity / EnunanuHas
HeuACHTUQHULUHUPOBaHHA
s IPUMECh

8) Total impurities /

Cymma npumeceit

INot detected / He obHapyxeHa
Below BDL (BDL= 4149) / Huxe nopora

peructpauuu (I1P=4149)
INot detected / He 06HapyxeHa

0.08%

INot detected / He oOHapyxKeHa

INot detected / He oOHapyxeHa

Below BDL (BDL= 4149) / Huxe nopora

peructpauuu (I1P=4149)

0.1%

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

2) Not more than 0.2 % / ve 6osee 0,2 %

3) Not more than 0.2 % / He 6onee 0,2 %
4) Not more than 0.2 % / He 6onee 0,2 %

5) Not more than 0.2 % / ue 6onee 0,2 %

6) Not more than 0.2 % / ue 6onee 0,2 %
7) Not more than 0.2 % / He 6onee 0,2 %

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

Remarks ; The Product conforms to ND/

Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusiM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

[Toarorosneno: Ramakant IIpoBepeHo: Santosh Kuma\{%l Opobpeno: Menemkep / PykoBoauresns M
Q. ) ,_ﬂf‘m'd; Maurya ' "Manoj Kumar

Reprint Date / R Reprint Date / Reprint Date /

Jara: 19.08.2024 Hara: 19.08.2024 Jara: 19.08.2024

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: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.direddys.com



Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P.,, 173 205, IND}A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Hpoaykr: Haiiz®,

refib JJIs Hapy»Horo npumeneHus 1%, 50 r

Market / Poinok

: Russia / Poccus

Batch No./ . V240565 Batch Quantity / . 23333.00 units /

Cepus Ne ) Pazmep cepuu " 23333.00equnuu

Analytical Repo“rt No./ . 040002620548 Date of Analysis / . 19.08.2024

AnanuTHiecKuii oTyer Ne Jata ananansa |
Date of Manufacture / . 07/2024 Date of Expiry / 06/2027

JlaTa npou3BOACTBA I'oaen no

Mfg. License No./

IIpoussoacTBeHHAast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)

TuneH3us Ne

Analysis performed according ND No / Anasus nposeaen no HJI Ne: JITI-Ne(001198)-(PT'-RU)-290323

6 [Microbial contamination / Mukpo6uosornyeckasi 4ucrora™
!

Total aerobic microbial
count / O6111ee KOJHYECTBO
YKN3HECTIOCOOHBIX
a’pOOHBIX
MHKPOOPTaHH3MOB

Total combined
yeasts/molds count /
O611ee YUCIIO IPOXOKEBBIX
¥ TJIECHEBBIX TPUOOB

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10> CFU/g /
He 6omnee 10? KOE/r

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

Pseudomonas aeruginosa

Staphylococcus aureus '

Absent in 1 g/ OtcytctByerB 1 T

Absent in 1 g/ OtcyrctByeT B 1T

Absent in 1 g/ OtcyrcTBHE B 1 T

Absent in 1 g/ OtcytcTBUe B 1 T

10.26 mg/ 10.26 mMr

9.0 to 11.0 mg of Ci3H2N205S (nimesulide)
er 1 g of the product. /

Ot 9,0 1o 11,0 mr C3Hi2N20sS (Humecynun)

B 1 I npenapara

7 Assay / KonuuecTBeHHOE
onpeneieHHe
8 Package / YnakoBka

50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and |
ipatient information leaflet (package insert) in a carton. /
[To 50 r B Ty6Y M3 JaMHHHPOBAHHOTO AIOMHHUS, CHabXEHHYIO MEMOPaHOH 1A

KOHTpOJIS ITepBOro BekpbiTus. I1o 1 TyGe B mayky KapTOHHYIO ¢ HHCTPYKLHEH 110
[anMeHeHmo (TMCTKOM-BKJIabIILIEM).

* 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./

Remarks :

The Product conforms to ND/
Ipumeuanue: [poxykr cootercTByeT TpebopaHusam HJ|

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

IToarororneno: Ramak Ct Iporepeno: Santosh Kuma@ Onobpeno: Menemxkep / PykoBoauresnb W
ﬁ l{lﬁ Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.08.2024

Hata: 19.08.2024

Hata: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drred
CIN: L85195AP1984PLCO04507

www.drreddys.com

dys.com



Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
| IMpoayxr: Haitz%, rens s HapyskHoro npumeHenus 1%, 50 r

Market / Prinox : Russia / Poccus

Batch No./ . V240565 Batch Quantity / . 23333.00 units /

Cepus N2 ) Pasmep cepun " 23333.00equHun

Analytical Repovrt No./ . 040002620548 Date of Analysis / . 19.08.2024

AHanuTH4eckuii oTueT Ne Jarta ananausa - R
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JlaTa nponsBojcTBa T'ogen no

Mfg. License No. /

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

AuueHsus Ne

Analysis performed according ND No / Ananu3 nposeaed no HJ No: JITI-Ne(001198)-(PT-RU)-290323

* [IpoBOANTCSA MPOU3BOAHTENEM NPH BBIMYCKE MEPHOANYECKH (C MHTEPBAJIOM B OJHO HCMEITaHKe Ha 20 cepuil Wil He MeHee 1
pasa B rox). [Tokazarens MoXeT GBITh HE BKJIIOUEH B CEPTU(UKAT aHaIH3a PUPMBL.

API name (INN) / A®@C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu npoussogutesa ADC:

NMS-1A-243009

FP Manufacturer API Batch number /
Homep cepuu cybcranuuu npoussoaurens I'JID:

FERA00251

API Manufactured by & country /

Mangalam Drugs and Organics Ltd., India /
Manranam JIpar3 sup Oprannkc JIta., Maaus

 IIpoussoantennr ADC, crpaHa:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmeHoBaHHe, aipec U HOMepP NUIEH3HH
NJIOIAAKH, 0CYLXeCTBJISIOMICH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
ITpou3BoACTBEHHOE oJpa3aeneHue-6, Bunnamx Kxons,
Hanarapx Poyn, banau, Conan Jucrpukr, X.I1. 173205, Unaus
(JTuuensus Ne 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

Remarks : The Product conforms to ND/
Ipumeuyanue: [TpoxykTt cooTBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

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

[loaroroeneno: Ramakant W IposepeHo: Santosh Kuma@ Onobpeno: Meremkep / PykoBoaurenb @Z
ﬁ? o Maurya Manoj Kumar

Reprint Date / N Reprint Date / Reprint Date /

Jara: 19.08.2024 Hara: 19.08.2024 Jlarta: 19.08.2024

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: maii@drreddys.com
CINM: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy’s Laboratories {.td.
Formulation Unit-6

B
/ ‘.. Vill. Khol, Nalagarh Road, Baddi
Dr. Reddy s -. Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Mpoaykr: Haiiz®, rens ans HapysHoro npumeHenns 1%, 50
Market / Peinox : Russia / Poccus
Batch No./ . V240565 Batch Quantity / . 23333.00 units /
Cepust Ne : Pa3mep cepun © 23333.00eauHny
Analytical Repo:'t No./ . 040002620548 Date of Analysis / . 19.08.2024
ARanuTmieckHuii oTuer Ne JlaTa anasnnsa - _
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027
JlaTa npousBoAcTBa Topen no
Mfg. License No. /
IlpoussoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JHueH3ust Ne
Analysis performed according ND No / Anaiu3 nposeaen no HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

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».

3akiaoueHne 0 cooTBeTcTBUM: «HacTosiyuM s moATBepX/aro, YyTO NpUBEIEHHas Bblle UHGOPMaLMA ABIAETCS
JOCTOBEPHOIM U TOYHOM. DTa Cepusi MPOAYKLHMH NMPOU3BENEHA (BKIIOYAs YNMAaKOBKY (MApKHPOBKY) M KOHTDOJb
KayecTBa) Ha BhINIEYKA3aHHOM MPOWU3BOACTBEHHOM muomaake (MIowaaKax) B IIOJIHOM COOTBETCTBHH C
Tpe6oBaHuaAMH [IpaBuil Haisexaleii MPOU3BOACTBEHHOM NpakTuku EBpasuiickoro skoHomuveckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) 1 TpeOOBaHUAMU KOHTPOJIA KayeCTBa JICKAPCTBEHHBIX CPEACTB,
a TaKkKe B COOTBETCTBMM CO CHEeLUPHUKALMIMH, COACPIKALUUMUCS B PEIMCTPALIMOHHOM JIOChE CTPaHbI-UMIIOpTEpa.
3amucH 10 MPOM3BOACTBY, YIIAKOBKE M aHAJINW3Y POBEPEHB], U YCTAHOBIIEHO UX COOTBETCTBHE TpeGoBaHusIM [1paBui
HaJJiexallei MpoM3BOICTBEHHOM NMpakTHKK EBpa3sHiCKOro 5KOHOMHUUYECKOTO COr03ay.

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

Ipumeuanue: [TpoaykT cootBeTcTBYET TpeboBanuam HJY 3akmouenne: OJOBPEHO

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

[ToarotosyeHo: Ramakan ITposepeno: Santosh Kum Opobpeno: Menemkep / Pykosoauress ‘}UM
ft ,_}‘m[i Maurya . Manoj Kumar

Reprint Date / S Reprint Date / Reprint Date /

Jara: 19.08.2024 JlaTta: 19.08.2024 Hara: 19.08.2024

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



