Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Nisc gel 1%, 50 g

IMpoayxT: Haiis®, rens muist HapyxHOro npuMeHends 1%, 50 r

Market / PoiHOK : Russia / Poccus

Batch No./ . V240785 Batch Quantity / . 23529.00 units /

Cepus Ne ) Pa3smep cepun " 23529.00eaunun

Analytical Repo»rt No./ . 040002730996 Date of Analysis / . 25.11.2024

AnanuTnveckuii oTyer No JlaTa aHanusa

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

HdaTa nponssoacTea T'ogen po |
Mfg. License No./

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

JuueH3us Ne

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

3]

Nnentudpuxanus (BIKX)

Ne [ Test/ IToka3arenn |Result / Pe3yJbTaTh!

particulate matter / OnHopoaHEI#
[MPO3payvHbii renk XKENTOro LBETA,
lcBODO/IHBIH OT MOCTOPOHHHX YACTHULL.

3 Weight of package
contents Macca
CO/IeP:KHMOro0 YIIAaKOBKH

4 pH

Identification by HPLC / i.Complies as prescribed / COOTBe?CTByeT_-The retention time of the main peak in the
TpedoBAHIAM

Specification / Hopma |

1 Appearance / Onucaune [Clear homogenous yellow gel, free from ‘Clear homogenous o ligftj

vellow to  yellow gel, free from
particulate matter / OIHOPOLHBIM npO3pay bl
rejib OT CBETJIO-KENTOro 1O JKENTOTO 1BETa,
cB0oOOHBIA OT NOCTOPOHHHX YaCTHL,

chromatogram of test solution should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
Bpemsi yaepXHBaHHS OCHOBHOIO MHKa Ha
XpoMaTorpaMMe  HCHBITYEMOrO  pacTBopa

JOJIKHO COOTBETCTBOBATH BpEMEHN
YACPKHBAHIA OCHOBHOT'O MHKa Ha
xpomarorpamme pacTBOpa CTaHAapTHOTO|
ol pasna HHMECYJIHaa (pazanen

«KonnuecTBEHHOE OIpencicH HE)))

51g/51r

5.6

According to the requirements. Not less than
50 g/ B coorBeTcTBUHU C TpeboBanusamH. He

meHee 50T
|

4.6106.0/0714,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoxykT coorBeTcTBYET TpeboBanusaM H/

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Tlata: 25.11.2024

Hara: 25.11.2024

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

IToarortosneno: Noor M%l}a;nmad IposepeHo: Santosh Kumw}\ OnobpeHo: MeHem{}ep / P[_KOBOIU/ITCIII;
&> Maurya = —{-Amit Kumar oS

Reprint Date / Reprint Date / Reprint Date /  V

Jara: 25.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product: Nise gel 1%,50 g

Ipoayxr: Haiis®, rens 414 HapysxHoro npumeHenns 1%, 50 r

Market / Prinok : Russia / Poccus

Batch No./ . V240785 Batch Quantity / . 23529.00 units /

Cepua Ne ) Pa3mep cepun " 23529.00eauuu1y
Analytical Repourt No./ . 040002730996 Date of Analysis / . 25.11.2024
AHasIHTHYeCKHii oT4eT Ne Jara ananausa

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

JlaTa mpoH3BOACTEA I'ogen o

Mfg. License No. /

IlpoussoacreeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)
JnueH3uss Ne

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

5

Related substances /PoncTBeHHBIE TPHMECH

1) Impurity A / Ilpumecs A
2) Impurity B / [Ipumecs B
3) Impurity C/Ilpumecs C
4) Impurity D / [Ipumecs D

5) Impurity E / Ilpumecs E
6) Impurity F / [Tpumecs F

7) Highest Unknown
Impurity / Enan4Has
HeuIeHTU(HLIHPOBaHHA
s IPHMECH

8) Total impurities /
Cymma mpumeceit

Not detected / He oOHapyxeHa
Not detected / He oOHapy»xeHa
Not detected / He obHapyxeHa
Below LOQ (LOQ = 0.06 %) / Hixe

(ITKO = 0.06 %)

Not detected / He obHapykeHa

Not detected / He oOHapy»xeHa
Below LOQ (LOQ = 0.1 %) / Hinke
[IKO =0.1 %)

IBelow LOQ / Huxxe npenena
KOJTMYECTBEHHOIO OMpeAEIeHHS

npeaena KoJM4ECTBEHHOro OnpeAC/ICHUA

[npeacia KOJUYECTBECHHOIO OIIPpEACICHH S

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

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

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

IMpumeuanue: [TponykT cootBeTcTByeT TpebopanusaM HJI

to ND/

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO

Prepared by /

ITonrorosnexo: Noor M,(Y.\l—_wmnad
=2

Checked by /
IpoeepeHo: Santosh Kumari /?j
Maurya :

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosonurenb
~Amit Kumar [N X

—

Reprint Date /
Hara: 25.11.2024

Reprint Date /

Jata: 25.11.2024

Reprint Date/ V

Hata: 25.11.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Product: Nisc gel 1%,50 g

Hpoayxr: Haiiz™, rens ans napyxnoro npumenenus 1%, 50 r

Market / Puinok : Russia / Poccus

Batch No./ . V240785 Batch Quantity / . 23529.00 units /

Cepus Ne ) Pazmep cepuu © 23529.00exunun
Analytical Repourt No./ . 040002730996 Date of Analysis / . 25.11.2024
An”annTudeckuii oryer Ne - Jarta anaausa

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

Jara npousBoacTBa Togen no

Mfg. License No. /

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

JAHLEeH3ust No

Analysis performed according ND No / Auanu3 nposeaes no HJ Ne: JITI-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / Mukpo6HoJoruieckasi 4HcToTa™

Total aerobic microbial
count / Obulee KOMTHUYECTBO

a3pOobHBIX
|MHKPOOpranisMoB

yeasts/molds count /
O61uiee YUCNO APOXKKEBBIX
H MJIECHEBBIX TpHOOB

KH3HECTOCOOHBIX NA

Total combined NA

Pseudomonas aeruginosa NA

| NA

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

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

?Absent in1g/ OtrcyrctBUe B 1 T

Absent in 1 g/ OtcyrctBue B 1 T

Staphylococcus aureus

7 Assay / KonnuecTBeHHOE : 10.19 mg/ 10.19 mr
onpeaejeHHe
8 Package / YnakoBka

9.0 to 11.0 mg of C13H2N20sS (nimesulide)

per 1 g of the product. /
Ot 9,0 no 11,0 Mr C3H2N>OsS (HuMecyin)
B 1 r npenapara

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 TyOYy U3 JJaMMHUPOBAHHOIO aJIIOMHHUS, CHaOXKEHHYI0 MeMOpaHoH 11
KOHTpOJIs TiepBoro BCkpwiThs. [To 1 TyGe B nauky KapTOHHYIO ¢ HHCTPYKLUHUEH 10
MpAMEHEHU IO (JIMCTKOM-BKJIabILIEM ).

* 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/

Hpumeuanue: [Ipogykr coorBeTcTBYET TpeboBanusAM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

oaroroeneno: Noor Mohammad | [Tposepeno: Santosh KumL  Omobpeno: MCHE@Q / PyxoBonuTeb
05— Maurya Z| Amit Kumar [~

Reprint Date / Reprint Date / Reprint Date / V

MHara: 25.11.2024 Hara: 25.11.2024 Jara: 25.11.2024

TN
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUD®HKAT AHAJIM3A

I—]E;roduct:"ﬁise gel 1%, 50 g
| IMpoxykt: Haii3*, rens anst HapyxHoro npumenenus 1%, 50
Market / Peinok : Russia / Poccus
Batch No./ . V240785 Batch Quantity / . 23529.00 units /
Cepust Ne ’ Pa3mep cepuu * 23529.00eaunnn
Analytical Repo:‘t No./ . 040002730996 Date of Analysis / . 25.11.2024
AHaauTH4YeckHii oTuer No JlaTa aHajanza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
JlaTa npoH3BOACTBA TIoaen po
Mfg. License No. /
IIpousBoacTBenHasn : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PT-RU)
Juuensus Ne
Analysis performed according ND No / Auaius nposenen no HJIL Ne: JITI-Ne(001198)-(PI'-RU)-290323

* TIpOBOAMTCS MPOM3BOJUTEINIEM TIPH BHIMYCKE EPUOIHIECKH (C MHTEPBANOM B ONIHO UCTIbITaHUE Ha 20 cepuii M He Metee 1
pasa B ron). [Tokasatens MOKeT ObITb He BKIIOYEH B CepTUHHKAT aHaIM3a QUPMEL

API name (INN) / A®C (MHH): Nimesulide / Humecynua

API manufacturer batch number / NMS-1E-243003

Howmep cepun npoussoauteasa ADC:

FP Manufacturer API Batch number / FERA00346

Homep cepuu cyocTanuun npoussoautens I'JIdD:

API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /

IIponseoautesib ADC, cTpana: Masuranam [pars sun Opranuke JIta., Maous
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

Name, address, authorization No for  FP Solan (HP) 173205, India (License No MNB/05/263) /

manufacturing site / Control site / Release site / [TpousBoacTBEHHOE NoapasfeneHue-6, Buanamk Kxons,

HaumMeHOBaHHE, aApec H HOMeP JIHIEH3HH Hanarapx Poyn, bannu, Conan Jquctpukrt, X.JI1. 173205, Muaus

IJIOINATKH, OCYLIeCTBIISIOI e (JIunenzus 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 contro] at the above mentioned site(s) in

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Iponykt cootseTcTBYET Tpeboanuam HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloxroroeneno: Noor Nﬁa)}ammad IIporepeno: Santosh Kumar @ Onobpeno: Menekep / Pyosonutens
- Maurya -+~ Amit Kumar JA—
Reprint Date / Reprint Date / Reprint Date/  V
Jara: 25.11.2024 Hara: 25.11.2024 Hara: 25.11.2024 I




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Hpoayxr: Haitz®, rens nis HapykHoro npumenenus 1%, 50 r

Market / PriHok : Russia/ Poccus

Batch No./ . V240785 Batch Quantity / . 23529.00 units /

Cepusi Ne ) Paszmep cepun " 23529.00eqnuuu
Analytical Repovrt No./ . 040002730996 Date of Analysis / . 25.11.2024
AHanHTH4ecKHif oTyeT Ne JlaTa ananu3sa

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

JaTta npounsBoacTea Togen go

Mfg. License No. / ,

IIpousBoacreeHHast : MINB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PT-RU)
auuenzus Ne

Analysis performed according ND No / Auaau3 uposesen no HJ Ne: JITI-Ne(001198)-(PI'-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».

3akJl04eHHe 0 cOOTBeTCTBUH: «HacTosmum s NOATBEPXKAAI0, YTO MPUBEJCHHAs Bbllle MHPOPMALIUA ABIACTCA
JIOCTOBEPHOM M TOYHOM. DTa cepust MPOAYKLMHM NpoM3BeAcHa (BKNIOYAs YNAaKOBKY (MapKMPOBKY) W KOHTPOJb
KauecTBa) Ha BBIIEYKA3aHHOW [POM3BOJACTBEHHON muoliajke (MUIOAAKax) B [OJHOM COOTBETCTBHH C
TpeGoBanusmu [IpaBun Haanexaleii Npou3BOJCTBEHHOH MpakTuku EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenutsadps 2022) ¥ TpeGOBaHUAMHU KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB,
a TaKXXe B COOTBETCTBUU €O crelMUKALMIMYU, COIAECPXKALMMHUCS B PErMCTPALIMOHHOM JOChE CTPaHBI-UMITOpTEpa.
3anucH 110 IPOM3BOJICTBY, YIIAKOBKE M aHANKM3Y MPOBEPEHBI, 1 YCTAHOBIIEHO HX COOTBETCTBUE TpeboBaHuaM Ilpasun
HaNexalei MpoU3BOICTBEHHON NpakTUKK EBpasuiCKOro S5KOHOMHYECKOTO COKO3ay.

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

IIpumeuanne: [Iponykt cooTBercTBYET TpeboBaHusM HJI 3axmouenue: OJOBPEHO

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

INoxarorosnexno: Noor ]\;I,%])gmmad Iposepero: Santosh Kumar @ OnobpeHo: MeHeu;xep / PXKUBOHI/ITCJ‘IB
. Maurya —Amit Kumar erst

Reprint Date / Reprint Date / Reprint Date/ )

Jara: 25.11.2024 Jata: 25.11.2024 Hara: 25.11.2024




