Dr.Reddy’s €3¢

Dr. Reddy's Lacoratories Lid
Formulation Unit-6

Viil. Khol, Malagarh Road, Badd),

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

Tal: +91 98565 56001-02
s drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A
Product: Nise gel 1%, 50 g
| HpoayxT: Haiiz", rens auis HapysxHoro npumerenus 1%, 50 r
Market / Peinox : Russia / Poccus
Batch No./ . V240788 Batch Quantity / . 23529.00 units /
Cepusn Ne ’ Pasmep cepun © 23529.00eaHHHL
Analytical Rep0ft No./ . 040002732979 Date of Analysis / . 25.11.2024
AnasuTHYecKkHii oTyeT No JaTta anannza
Date of Manufacture / . 11/2024 Date of Expiry / . 102027
JlaTa npousBoacTBa Togen ao
Mfg. License No. /
IIpousBoAcTBeHHAs : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
JueH3ud Ne

Analysis performed according ND No / Anaan3s nposeaen no H/[ Ne: JITI-Ne(001198)-(PI'-RU)-290323

4

NQ _T?st / Iloka3zaTenb Result / Pe3yabTaThl Specification / Hopma -

1 Appearance / Onucasue |Clear homogenous yellow gel, free from  Clear homogenous light
particulate matter / OgHopoxHbIH yellow to  yellow gel, free from
(1IpO3payHBbIil resb KENTOro LBETA, particulate matter / OaHOPOAHBIN Npo3pauHblii
CBOOOJHBIH OT NOCTOPOHHMX YACTHIL. rejib OT CBETAO-KENTOro A0 IKENTOro IiBeTa,
' ¢B00O/HBII OT OCTOPOHHHX HACTHLL |

2 Identification by HPLC / |Complies as prescribed / CooterctByer The retention time of the main peak in the

Nnenrudpuranua (BIXKX) tpeboBanusm

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 yaepxuBaHHs OCHOBHOIO TMHKa Hal
XpoMarorpaMmMeé  HCMBITYEMOTO  pacTBopa,
OJIKHO COOTBETCTBOBATH BpeMeHU
YACPKUBAHMSA OCHOBHOTO niKa Ha
XpoMmarorpaMme — pacTBOpa  CTaHJApTHOIo
obpasua HUMecyaHza (pasjen
«KonuuecrsenHoe onpeaeneHne»)

3 _'J'nght of package

contents Macca

COAEPKHMOI'0 YHAKOBKH

pH

52 g/52r

5.4

According to the requirements. Not less than |
50 g / B cootrBercTBuM ¢ TpeboBanusmu. He
meHec 50 T

4.6 10 6.0/ Ot 4,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeyanne: [TpogykT cooTeTcTBYET TpeboBaHusm HJ

Conclusion : APPROVED /
3axawuenue: OJOBPEHO

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

[ToarororneHo: Noor Mohammad | IIposepeHo: Santosh Kumar Onobpeno: Mernemxep / PykoBogurtens
Maurya Amit Kumar B

Reprint Date / Reprint Date / Reprint Date /

Jara: 25.11.2024 Jata: 25.11.2024 JlaTa: 25.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - S0C024, Telangana, India

Tel: +91 40 48C0 2200, Fax
CiiN: L8
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Nise gel 1%, 50 g
Ipoaykr: Haitz", rens nis Hapyskaoro npuMeHerus 1%, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240788 Batch Quantity / . 23529.00 units /

Cepus Ne > Pasmep cepun T 23529.00eanumny
Analytical Repoyrt No./ . 040002732979 Date of Analysis / . 25.11.2024
AHanuTuveckuii oruer Ne - Jara aHaansa B

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Mara npoussoacTea I'oaen ao

Mfg. License No./

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

Analysis performed according ND No / Auann3s nposenen no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

5 Related substances /PoacTBeHHbIE NIPUMECH

—_

) Impurity A / IIpumecs A [Not detected / He oOHapy»xeHa
) Impurity B / ITpumecs B [Not detected / He o6HapyxeHa
) Impurity C / IIpumecs C [Not detected / He oOnapyxeHa
4) Impurity D / [Tpumecs D 0.07%

5) Impurity E / TTpumecs E [Not detected / He obHapyxeHa
6) Impurity F / [Ipumecs F [Not detected / He obHapyxeHa

w N

7) Highest Unknown Below LOQ (LOQ = 0.1 %) / Huxe
Impurity / Equanudas  [Ipenena KONMHYECTBEHHOIO ONpeAeIeH s
HenpeHTUUuUrpoBanHa (TIKO = 0.1 %)

. IPUMECh
8) Total impurities / 0.1%
CymMa npumMecei

1) Not more than 0.2 % / He 6onee 0,2 %
2) Not more than 0.2 % / He 6onee 0,2 %
3) Not more than 0.2 % / He 6onee 0,2 %
4) Not more than 0.2 % / ve 6onee 0,2 %
|5) Not more than 0.2 % / He 6onee 0,2 %
6) Not more than 0.2 % / He 6onee 0,2 %

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

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

6 Microbial contamination / Mukpo0uoaoruieckasi YucTora™
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpebosanusaM HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Noor Mohammad | IIposepeHno: Santosh Kumar Onobpeno: Menemxep / PykoBoaureis
Maurya Amit Kumar o
-z %‘- | /xf /
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.11.2024 Hara: 25.11.2024 Jara: 25.11.2024

Registered Office: §-2-237, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +81 40 4200 2200, F
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Dr. Reddy's Laboratories Lid,
[ X Formulaticn Unit-6
Dr Reddy’s ‘... Viil. Khol, Nalagarh Road, Baddi,
) . Distt. Solan, H.F,, 173 205, INDIA
Tel: +91 981606 56001-C2
wayvndiraddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

[Product: Nise gel 1%,50 g
TpoaykT: Haiis®, rens mns napyxHoro npumeneuua 1%, 50 r

Market / PpiHok : Russia / Poccnst

Batch No./ . V240788 Batch Quantity / . 23529.00 units /

Cepusa N Pa3mep cepun 23529.00emmsmnug
Analytical Repog‘t No./ . 040002732979 Date of Analysis / . 25.11.2024
A"ajguTHuecKkuii oTueT Ne JlaTa aHanau3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jarta npou3BoAcTBa T'ogen no

Mfg. License No. /

ITpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
Jnuen3zun Ne

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

Total aerobic microbial
count / Ob111ee KOJTHYECTBO

KH3HECTIOCOBHBIX NA Not more than 10> CFU/g /
a3poOHBIX He 6onee 10? KOE/r
MEKPOOPraHH3MOB

Total combined NA Not more than 10' CFU/g /
Iyeasts/molds count / ' He 6onee 10' KOE/r

O6i1Liee YHUCTO JPOXKAKEBBIX
U TIECHEBBIX TPUOOB

Pseudomonas aeruginosa NA Absent in 1 g/ OtcytctBUe B 1 T

| Staphylococcus aureus | - NA Absentin 1 g/ OrcyrctBue B 11

7 Assay / KonudecTBeHHOE 10.14 mg / 10.14 Mr 9.0 to 11.0 mg of C13H12N;0sS (nimesulide)
ornpeaeNeHne per 1 g of the product. /

071 9,0 mo 11,0 mr Ci3H12N20sS (Humecynun)
g | r npenapara

8 Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /

[To 50 r B TY6y K3 JaMMHHPOBAHHOTO ATFOMUHHS, CHaOXKEHHYIO MEMOpaHOH s
KOHTPOJI IEpBOro BCKpbITHs. [1o 1 TyOe B Mauky KapTOHHYIO ¢ MHCTPYKLHEH Mo
MpUMEHEHHIO (JIUCTKOM-BKJIAABILIEM).

* 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/ Conclusion : APPROVED /
IIpumeuanne: [Tpoaykt cooTBeTcTBYeT Tpebosanusam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TTonrotosneno: Noor Mohammad | TTposepeno: Santosh Kumar Opnobpeno: MeHemkep / PYKOBOIUTENb

M Maurya % | Amit Kumar I\~ ’L

2 g

Reprint Date / Reprint Date / Reprint Date /
Hara: 25.11.2024 Hara: 25.11.2024 Hara: 25.11.2024

Registerad Dffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganag, India
Tel: 461 40 4500 2900, Fax: +01 40 4360 2629, Email: mait@drieddyz.com
Clid: 1984PLCO04E07

waaw Grieddye.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-5

Viil. Khol, Malagarh Road, Bacidi,
Disit, Solan, H.P., 173 205, INDIA
Tel: 431 98165 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Nise gel 1%, 50 g
I poxyict: Hais®, rens st HapyxHoro npumerenus 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V240788 Batch Quantity / . 23529.00 units /

Cepust Ne ) Paszmep cepun © 23529.00equHun
Analytical Repovrt No./ . 040002732979 Date of Analysis / . 25.11.2024
AHanHTHYecKH# oTueT Nt Hara aHanusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTta npon3BoACTBA TI'ogen g0

Mifg. License No. /

IlpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
nuneHsua Ne

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

* [[pOBOAMTCA NIPOU3BOJIMTENIEM MPH BHIYCKE MEPHOANYECKH (C HHTEPBAIIOM B OJHO MCMbITaHKe Ha 20 cepHii Hiu He Menee 1
pasa B rox). ITokazarens MoskeT GbITh HE BKIIFOUEH B CEpTHOHKAT aHann3a GUpMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepun npoussogutensa ADC:

NMS-1E-243003

FP Manufacturer API Batch number /
Homep cepuu cydocTanuuu nponssoautesss I'JIdD:

FERA00346

API Manufactured by & country /
IIponssoaureanr ADC, crpana:

Mangalam Drugs and Organics Ltd., India /
Manranam J{par3 sua Opraaukc JIta., Muaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanMeHoBaHUe, aJipec 4 HOMEP JHICH3UH
MJIOMIAAKH, OCYIIECTB/IAIOMIEH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
T[MpousBoacTBeHHOE NOApazaeeHue-6, Buamk Kxons,
Hanarapx Poyn, bannu, Conan Jucrpukr, X.I1. 173205, Huaus
(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
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

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoayxT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axnouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Noor Mohammad | Ilpoepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoaurens
Maurya Amit Kumar N~
=z » /\/ =
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.11.2024 Hara: 25.11.2024 Jata: 25.11.2024

3

Registered Office: 8-2-337, Road Mo
Tel. +21 0 4820 2900, Fax: +

WAV,

, Baniara Rills, Hyderabad - 500034, Telangana, India
51 40 4200 2299, Email: maii@drraddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.

Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Badldi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 88166 56001-02
www.drreddys.com

Product: Nise gel 1%, 50 g

Mpoayket: Hait3®, rens ana HapyxHoro npumenenus 1%, 50 r

Market / PoiHox : Russia / Poccust

Batch No. / . V240788 Batch Quantity / . 23529.00 units /

Cepus Ne ) Pasmep cepun " 23529.00equHuLu
Analytical Repo“rt No./ . 040002732979 Date of Analysis / . 25.11.2024

| AHanHTHYecKHI oTueT Ne Jarta anaausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa npouszsoacrea Toaen g0

Mfg. License No. /

IlpousBsoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No / Anaan3 nposeaed no HJI Ne: JITI-No(001198)-(PI-RU)-290323

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».

3ak/0ueHHe 0 co0TBeTcTBHM: «HacToAlMM s MOATBEPKAAD, YTO TPHUBEACHHAA Bbllle HHOOPMALIMA ABNAETCA
JIOCTOBEPHOH M TOYHOM. DTa cepust NMpOAYKUHMH NPOM3BEAcHa (BKIIOYas YMAKOBKY (MAapKHUpPOBKY) M KOHTPOJIb
KauecTBa) Ha BBIIIEYKAa3aHHONW MPOW3BOJCTBEHHOW mIiolaAke (MIOLagKax) B IIOJIHOM COOTBETCTBHM C
TpeGoBanuamMK [lpaBun Haliexaleii MPOU3BOACTBEHHOM mpakTHku EBpasuiickoro skonomuueckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa0ps 2022) u TpeGOBaHUAMHU KOHTPOJIS KayecTBa JICKApCTBEHHBIX CPE/CTB,
a TaKKe B COOTBETCTBHH CO CHEIUPUKALMAMH, COASPKAILUMUCS B PETUCTPALIMOHHOM [IOChE CTpaHbI-UMIIOPTEpA.
3anucH 1o NMPOU3BOACTRY, YIIAKOBKE U aHaIHW3y NPOBEPEHBI, H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBanusaM IIpaBui
HaJUTeXKalei Mpou3BOACTBEHHOM NpakTUKKU EBpa3uiickoro 3KOHOMHMYECKOT0 CO3ay.

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTCTBYET Tpeboranusm HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Hata: 25.11.2024

Hara: 25.11.2024

JlaTta: 25.11.2024

Prepared by / Checked by / Approved by: Manager/Executive / ]
IToxrorosieno: Noor Mohammad | IIpoepeno: Santosh Kumar Onobpeno: Mernemxep / PykoBoautens
Maurya ‘ Amit Kumar L
4 A st
Reprint Date / Reprint Date / Reprint Date / "

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Jel: +91 40 4500 2500, Fax: ~51 40 4900 2899, Email: mail@direddys.com

1550P1884PLCA0AS0T
wun drreddys.com




