Dr.Reddy’s ‘

Dr. Reddy's Laboratories [:d.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Nise gel 1%, 20 g
\Mpoaykr: Haiiz™, remb ans HapyxHoro npuMenenus 1%, 20

Market / Poisok

: Russia/ Poccus

Batch No. / . V240007 Batch Quantity / . 57727.00 units /

Cepus Ne ) Pasmep cepuu © 57727.00equnun

Analytical Repovrt No./ . 040002766679 Date of Analysis / . 26.12.2024

AnagurHyecKkHii oTyeT No JMara anaansa |
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

Hara npoM3BoACTBa T'onen no - ]
Mfg. License No. /

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

auneHzusa Ne |

Analysis performed according ND No / Anaau3s nposeaet no HJI Ne: JITT-Ne(001198)-(PI'-RU)-290323

| Result / PesynbTaTnl

"Specification / Hopma

Clear homogenous yellow gel, free from
particulate matter / ORHOpOAHBIH
[1pO3pauHbIii renb KeNTOro 1BETA,
cBOOOJIHBINA OT NOCTOPOHHUX YACTHUL.

Complies as prescribed / CooTBeTcTBYET

iClear homogenous light;
yellow to  yellow gel, free from
particulate matter / OxHOPOAHBIN NpPO3payHbIii
refib OT CBET/IO-KENTOr0 JI0 JKEJITOrO IBETa,
crODOjIHLI OT NOCTOPOHHUX YAaCTHIL

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|
ﬁeference standard solution (section Assay). /
Bpemsi ypmep:kuBaHHs OCHOBHOIO THKa Ha

XpoMatorpaMme  HCOBITYEMOrO  pacTrsopa
NOJKHO COOTBETCTBOBATD BpeMeHH
YAEPKHBAH A OCHOBHOTO miKa Ha
XpOMATOrpamMMe  pacTBopa  CTaHJapTHOTO
obpasua HIUMECYIHAA (pasnen

|
«KonmnyecTseHHOE ONpeeneHne)

Ne | Test / Tloxasatenn

1 Appearance / Onucanue
|

2 [[dentification by HPLC /

' [Apentadurxanus (BIKX) rpebopanusam
|
|

3_ Weight of package

contents Macca

(COEepPIKUMOTO YIIAKOBKH

21g/21r

}According to the requirements. Not less than |
20 g / B cooTBeTcTBHU ¢ TpeboBaHusAMH. He
meHee 20 r

‘
1

Remarks : The Product conforms to ND/
ITpumeuanne: ITponykr cootBeTcTBYeT Tpebobanuam HIQ

Conclusion : APPROVED /
Zaxaroyenne: OJOBPEHO

Pr

epared by /

IToarorosneno: Pravesh Rana

Checked by /
[Tposepeno: Santosh Kumar
Maurya ‘

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTenb
Amit Kumar e

Reprint Date /
Hara: 26.12.2024

Reprint Date /
Hata: 26.12.2024

Reprint Date /
Jara: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indis
Tei, +91 40 4900 25900, Fax: +91 4C 4900 2999, Email: mail@drreddvs.com

CIN: L85195AP1954PLCO04507
www.drreddvs.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A

Dr. Reddy's Laboratories L4d.
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 gel 1%,20 g
Ipoaykr: Haiis¥, reas ans HapyxHoro npuMeHenus 1%, 20 r

anueH3zus Ne

Market / Poisok : Russia / Poccus

Batch No. / . V240907 Batch Quantity / . 57727.00 units /

Cepusi Ne ’ Pazmep cepuu T 57727.00eaunm

Analytical Repourt No./ . 040002766679 Date of Analysis / . 26.12.2024

AHaTUuTHUeCKHIT oTdyeT No Jata ananusa -
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTta npoussoactsa |Tonen ao -
Mfg. License No. /

I1pou3BoacTBeHHASA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)

Analysis performed according ND No / Ananus nposenen no HJL Ne: JITI-Ne(001198)-(PT-RU)-290323

4

pH

5.7 4.6t06.0/014,6 00 6,0

Related substances /PogcTBenHbie NpHMecH

1) Impurity A/ Ilpumecs A
2) Impurity B / IIpimecs B
3) Impurity C/ IIpumecs C
4) Impurity D / Ilpumecs D

5) Impurity E / Ilpumecs E

6) Impurity F / IIpumecs F
7) Highest Unknown
Impurity / Ennnudnas
HeuIeHTUULUUPOBaHHA
s IPUMECh

8) Total impurities /

CymMa npumeceit

Not detected / He oOHapyxeHa
0.04%

Below LOD (LOD = 0.01%%) / Huxe
npenena obnapyxenus (110 = 0.01 %)

Below LOQ (LOQ = 0.06 %) / Huxe
Mpenea KOJUYECTBEHHOTO ONIPEAEIEHU
(ITKO = 0.06%)

0.08%

INot detected / He obHapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe
fpe/ieNia KONUIEeCTBEHHOTO ONpeaeIeHns
(TIKO =0.1%)

0.1%

1) Not more than 0.2 % / He 6onee 0,2 %
2) Not more than 0.2 % / He bonee 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 % / re 6onee 0,2 %
7) Not more than 0.2 % / ne 6onee 0,2 %

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipogykt cooTBeTCTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

Checked by /
IIpoeepeno: Santosh Kumar

Maurya @g

Approved by: Manager/Executive /
Opo6pero: Menemxep / PykoBoauTeb
Amit Kumar t

./’\ //
/\( L

Reprint Date /
Jlata: 26.12.2024

Reprint Date / Repr

Jara: 26.12.2024

int Date / 1

Jara: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, india
Tei: +91 40 4900 2900, Fax: +51 40 4900 2929, Ernail: maii@drreddys.com

CIN: L85195AP1984P.C004507
www drreddus.com




Dr.Reddy’s €

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
[Product : Nise gel 1%, 20 g
Ipoayxr: Hait3®, rens aas Hapyxsoro npuMeneHus 1%, 20r
Market / Prinox : Russia / Poccus
Batch No. / . V240907 Batch Quantity / . 57727.00 units /
Cepust N i Pa3zmep cepuu " 57727.00equnnn
Analytical Repovrt No./ . 040002766679 Date of Analysis / . 26.12.2024
AHanuTn4deckuii otyer Ne JlaTa aHaau3a |
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
JlaTa npoM3BoACTBA ~ |T'ogen ao
Mfg. License No. /
IIpoussoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
auneHsus Ne
Analysis performed according ND No / Anamurs nposeaen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / MukpoOHnojoruueckass 4HcToTa™
Total aerobic microbial
count / Ob11ee KONUIeCTBO
)KH3HECTTOCOOHBIX ‘ Less than 10 CFU/g/ Not more than 10> CFU/g /
a’pOOHBIX . Menee 10 KOE/r He 6onee 10? KOE/r
MHKPOOPraHH3MOB '
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
OO6Liee YHCIO IPONOKEBBIX
H MJIECHEBBIX TPUOOB
Pseudomonas aeruginosa  |Absentin 1 g/ OtcytcTByeT B 1T :Absent in1g/ OtcyrctBHe B 1 T
[Staphylococcus aureus Absent in 1 g/ OtcytcTByeTB 1T Absent in 1 g/ OtcyrcTBie B 1 1
7 ‘Assay / KojiuyecTBeHHOE 10.04 mg/ 10.04 mr 19.0 to 11.0 mg of C3H2N>OsS (nimesulide)
[ompeneneHne per 1 g of the product. /
01 9,0 0 11,0 Mr Ci3Hi:N>OsS (Humecynun)
B 1 r npenapara
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. /
Mo 20 r B TyOy U3 JTaAMHHHPOBAHHOT'O AIFOMHHU, CHabXeHHY0 MeMOpaHoi 1715

KOHTPOJIsl IEPBOTO BCKpbITHS. [To 1 Ty6Oe B NauKy KapTOHHYIO C HHCTPYKLHEH 1o

[MPUMEHEHHIO (JTHCTKOM-BKJIAIBILLIEM ).

Remarks : The Product conforms to ND/
Mpumeuanune: [IpoayKT cooTBeTcTBYET TpeboBaHUsM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /

IToarortosneno: Pravesh Rana |/

, | Checked by /
ITpoeepeHo: Santosh Kumar

Maurya @

e

Approved by: Manager/Executive /
Opobpeno: Mernemxep / PykoBoaurens
Amit Kumar AL -

—

/

Reprint Date /
Hata: 26.12.2024

Reprint Date /
Hara: 26.12.2024

Reprint Date / |
Hata: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tai: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddvs.com
CIN: 1.85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘%

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A

Product : Nise gel 1%, 20 g
Tpoayxr: Haiiz®, reap a1a Hapy)xHOro npumeHenusa 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No./ . V240007 Batch Quantity / . 57727.00 units /

Cepns Ne ) Pasmep cepun © 57727.00eqnnun

Analytical Repo:‘t No./ . 040002766679 Date of Analysis / . 26.12.2024

AHanuTHHecKHIi oTueT Ne Jara aHanu3a - -
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

Jata npoM3BoacTBa T'ogen go

Mfg. License No. /

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

auuenzns Ne

Analysis performed according ND No / Anaaus nposeien no HJ Ne: JIIT-Ne(001198)-(PI'-RU)-290323

* 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./

* TIpOBOAMTCSA NPOM3BOAMTEINEM IIPH BBIIYCKe NEPHOAHYECKH (C MHTEPBAJIOM B O/IHO MCIBITaHKE Ha 20 cepuil UK He MeHee 1
pasa B ron). [oka3zaresb MOKET OBITh HE BKJIIOUEH B CepTHOMKAT aHanu3a GUpMBL.

Homep cepuu cyGcTanuuu npoussoautens I'JID:

API name (INN) / A®C (MHH): Nimesulide / Humecynuzn
API manufacturer batch number / NMS/14100698
Homep cepuu npoussogutensa ADC:

FP Manufacturer API Batch number / FERA00618

API Manufactured by & country /
Hponssoaureas APC, crpana:

Aarti Drugs 1td., India /
Aaptu Hparc JIta., Uaaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmeHoBaHHe, agpec H HOMep JIHIEH3HH
TJIOINAKH, OCYHIeCTBASIOIICH |

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[MpousBoacTBeHHOE MoApa3aenenne-6, Bunnamx Kxoinp,
Hanarapx Poyn, bamnu, Conan JQucrpukrt, X.I1. 173205, Mnaus
(JTuuensus Ne MNB/05/263)

Declaration of certification: « 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.

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / * | Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Pravesh Rana _ Iposepeno: Santosh Kumar Onobpeno: Mernemxkep / PykoBoauTeb
Maurya Amit Kumar ;\(\:L/
pLE : —
Reprint Date / Reprint Date / Reprint Date / !
Jara: 26.12.2024 Jata: 26.12.2024 Hara: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L.85195AP1984PLC0O04507

WWW.

drreddys.com




Dr. Reddy's Laboratories |td.
X ‘..- Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Dr’ Reddy S $ Distt. Solan, H?E; 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTTU3A

Product : Nise gel 1%,20 g
Mpoayxr: Haiz", rens ans HapyxHoro npumeHenus 1%, 20 r

Market / Peinok : Russia / Poccus

Batch No. / . V240907 Batch Quantity / . 57727.00 units /

Cepus Ne : Pa3smep cepuu © 57727.00eaunun

Analytical RepOj‘t No./ . 040002766679 Date of Analysis / . 26.12.2024

AHaauTHYecKHnit oTuer Ne JlaTa ananusa - -
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JlaTta npoM3BOACTEA I'ogen 1o

Mfg. License No. /

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

auuensus Ne

Analysis performed according ND No / Anaauns nposeaes no HI Ne: JITI-Ne(001198)-(PT'-RU)-290323

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».

3aK/I0YeHHe 0 COOTBETCTBHH: «HacTosmuM s MOATBEP)KAA0, YTO MPUBEIEHHAs Bhille HHQOPMALIUA ABIAETCS
JIOCTOBEPHOM M TOYHOM. DTa cepust MPOAYKUMH INpOM3BelieHa (BKIOYas YMAaKOBKY (MAapKHPOBKY) W KOHTPOJb
KauecTsa) Ha BbllI€YKa3aHHOH NPOM3BOJACTBEHHOM Iowaake (niowajakax) B TMOJHOM COOTBETCTBMH C
Tpebopanuamu [IpaBuil HaJexameil OPOU3BOACTBEHHON NpakKTHKM EBpasuiCcKoro 5KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsi6ps 2022) 1 TpeOOBAHUAMHU KOHTPOJIA KaueCcTBa JIEKAPCTBEHHBIX CPE/ICTB,
a Takke B COOTBETCTBHMM CO CreUU(PHUKALMAMH, CONEPKALIUMUCSA B PETUCTPALIMOHHOM J0Che CTPaHbI-UMIIOPTEpA.
3anucH 1o MPOM3BOJICTRY, YIAKOBKE M aHaIN3y IPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE Tpebosanusam [1pasun
HaJIexalel MpOU3BOACTBEHHO NpakTHKK EBpa3suiickoro 3KOHOMHYECKOTO COrO3ay.

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

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusaM HJ 3axmouenue: QJJOBPEHO

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

ITonroroeneno: Pravesh Rana [Tpoeepeno: Santosh Kumar Onobpeno: Menemkep / Pyxosonurens
Maurya QQL Amit Kumar <\

Reprint Date / Reprint Date / Reprint Date / f

Jara: 26.12.2024 Hara: 26.12.2024 Hara: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fas: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L.85135AP1984PLC004507
wwwe.drreddyvs.com
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E-Way Bill No:

E-Way Bill Date:

Generated By:

Valid From:

Valid  Until:

IRN

Acknowledge Number

Acknowledge Date , Time

E-Way Bill System

ATION
TAX
MARKET

3319 1457 1899

06/01/2025 01:27 PM

02AAACD7999Q12ZW - -DR REDDYS LABORATORIES LIMITED Himachal Pradesh
06/01/2025 01:27 PM [ 2641 Kms]

20/01/2025
1aed40008£37377dbabb60bc2edcc5£815c2cacdedf0570defb53e£9506£6029
132520804122297

06.01.2025 , 13:15:00

Part-A

GSTIN of Supplier

Place of Dispatch

GSTIN of Recipient

Place of Delivery

Document No.

Document Date

Transaction Type:

Value of Goods

HSN Code

Reason for Transportation

02AARACD7999Q1%2W,DR REDDYS LABORATORIES LIMITED Himachal Pradesh
SOLAN DISTRICT.,HIMACHAL PRADESH-173205

URP,000 DR Reddy's Laboratories

MOSCOW,OTHER TERRITORY-999999

080212501181

06/01/2025

Regular

INR 10,045,077.42

30049067-Nise Gel 20 G Tubes RussiaOthers (+1)

Outward-Export

Transporter 06AAFCM2530H1ZS & MAHINDRA LOGISTICS
Part - B
Mode Vehicle/Trans Doc No From Entered date Entered By CEWB Multi
& Dt. No. (If Veh.info (I
any) £ any)

Road HP12P6051/12014188806/01/2025

Solan District. 06/01/2025 01:27 PM 02AAACD7999Q1ZW




