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Dr. Reddy's Laboratories Ltd
Formulation Unit-5

Vill. Khol, iNalagarh Read, Badd;,

Distt Sclan, H.P., 173 205, INDIA
Tel: +91 831656 56001-02

wwy, drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATTU3A
Product : Nise gel 1%, 100 g
| MpoayxT: Haiiz®, rens s HapyxHOro npuMenenus 1%, 100 r
Market / PuiHOK : Russia / Poccus
Batch No. / . V230752 Batch Quantity / . 11600.000 units /
Cepus Ne ) Pasmep cepuu " 11600.000 eaunun
Analytical Repovrt No./ . 040002187222 Date of Analysis / . 16.10.2023
ARanuTHYecKHil oTyeT Ne Jarta ananuza
Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026
Jara npous3BoacTBa T'ogen go
Mfg. License No. /
IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
auieH3us Ne
Analysis performed according ND No / Anasu3s nposesex no HJI Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) ot 29.03.2023

Ne | Test / IlokazaTesb Result / Pe3yabTaThl " Specification / Hopma

i Appearance / Onucanue (Clear homogenous yellow gel, fiee from iClear homogenous light
particulate matter / OnHOPOXHBIH yellow to yellow gel, free from
MPO3payHEIil rejib KEJNTOro 1BETA, particulate matter / OHOPOAHBIA NPO3pavHBIH
cBOOOJTHEIN OT MOCTOPOHHUX YaCTULL. TeJib OT CBETJIO-KENTOr0 O JKENTOro ILBETa,

iCB06OI[HI>II71 OT IIOCTOPOHHHUX YaCTHIL

2 Identification by HPLC /
Hpentudukanus (BIKX)

Complies as prescribed / CootetctByer The retention time of the main peak in the
TpebOBaHMsIM 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 ynepkuBaHHS OCHOBHOTO MMKa Ha
XpoMaTorpaMMe  HCHBITYEMOTO  pacTBOpa

JIOJDKHO COOTBETCTBOBATh BpPEMEHH

YAep>KABaHHS OCHOBHOTO HKa Ha

XpoMaTorpaMme  pacTBopa  CTaHJAPTHOIO

obpasua HUMECYIIHJIA (paznen
- «KonnyecTBeHHOE ONpeCTIEHUE)

3 Weight of package 101 g/101r According to the requirements. Not less than
contents Macca 1100 g/ B cootBercTBHHM ¢ TpeboBanusmMu. He
ICOJEePKUMOr0 YIIAKOBKH menee 100 r

i

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

Ipumeuanne: [IpogykxT cooTBeTcTBYET TpedboBanuam HJL 3akmouenue: OJJOBPEHO

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

MopgroToBneHo: Shivani [IposepeHno: Santosh Kumar Omob6peno: Menemxep / Pykosonurens \‘ : g[{mf
} Maurya @_;L Manoj Kumar LS =

Reprint Date / Reprint Date / Reprint Date /

Hara: 25.01.2024 Hara; 25.01.2024 Hara: 25.01.2024

Pegistered Office: 2-2-237, Road Mo. 3, Banjara Hills, Hyderahad - 500034, Telangana, India

Tol 421 40 49200 2800, F¢ a1 40 4900 2989, Email: mail@drreddys.com
CiN: LSR1G5AP183APLCCO 507
wavw.drreddys.com
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Dr, Reddy's Lakoratories Ltd
Formulation Unit-6

Vill. ¥hol, Nalagarh Road, Baddi,
Disti. Sofan, A.P., 173 205, IND{A
Tol:+91 6316€ 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTU3A

Product : Nise gel 1%, 100 g

Iponyrr: Haiiz®, rens mis HapyaHoro npusmenenns 1%, 100 r

Market / Peinok : Russia / Poccus

Batch No. / . V230752 Batch Quantity / . 11600.000 units /
Cepns Ne ) Pasmep cepuu * 11600.000 enuHAI
Analytical Repourt No./ . 040002187222 Date of Analysis / . 16.10.2023
AHannTuyeckuii oTueTr N JlaTa aHaJu3a

Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026

Jlata npousBsoacTaa Togen go

Mfg. License No. /

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

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

4 ‘pH

5.6

4.6106.0/0T14,6 10 6,0

5 Related substances /PogcTBenHbIe NpUMeECH

1) Impurity A / IIpumecs A

2) Impurity B / [Ipumecs B

3) Impurity C/ Ilpumecs C

4) Impurity D / TIpumecs D
5) Impurity E / [Tpumecs E

6) Impurity F / IIpumecs F
7) Highest Unknown
Impurity / ExuruuHast
HeUIEHTUQUIMPOBaHHA
s IpUMeECh

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.04 %) / Huxe

npeJena KOMHYeCTBEHHOTO

onpeneneHus (IIKO = 0.04 %)
Below LOD (LOD =0.01 %) / Huxe
npenena obHapyxenus (I1O = 0.01%)

Not detected / He obHapyxeHa
Below LOQ (LOQ = 0.07 %) / Huxe
npeena KOJMYeCTBEHHOTO ONpeaeeH s
(ITKO = 0.07%)
Not detected / He obHapyxeHa

0.12%

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

2) Not more than 0.2 % / ve 6o1ee 0,2 %

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

4) Not more than 0.2 % / He 6o1nee 0,2 %
5) Not more than 0.2 % / ve 6onee 0,2 %

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

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

Remarks : The Product conforms to ND/
Ilpumeuanne: ITponykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by /

MoarotoeneHo: Shivani
A

) Maurya

IIposepeHo: S@ Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautess,” m (
Manoj Kumar \LLY

L
o

Reprint Date /
Iara: 25.01.2024

Reprint Date /
HaTta: 25.01.2024

/
Reprint Date /
Jlata: 25.01.2024

Riogisterad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0AE07

www.drreddys.com
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Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacdid,

Oisti. Solan, HL.R, 173 205, INDIA

Tel . +81 83166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product : Nise gel 1%, 100 g

Ilpoayxt: Haiis®, rens a1 HapysxHoro npumeHenus 1%, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V230752 Batch Quantity / . 11600.000 units /
Cepust Ne ) Pazmep cepun * 11600.000 egunuly
Analytical Repovrt No./ . 040002187222 Date of Analysis / . 16.10.2023
AnanuTH4ecKknii oTyeT Ne JlaTa aHaau3a

Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026

Jata npousBoacTBa Toaen go

Mfg. License No. /

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

Analysis performed according ND No / Auasus nposexen no H/ Ne: JIII-Ne(001198)-(PT'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) ot 29.03.2023

8) Total impurities /
Cymma npumeceit

0.1%

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

Microbial contamination / Mukpo0unoJiornueckasi Yyucrora*

Total aerobic microbial
count / O011lee KOJIHUECTBO
KHU3HECTTOCOOHBIX
23pOOHBIX
MHKPOOPTraHH3MOB

Total combined
yeasts/molds count /
Obl1ee YHCIO APOKIKEBBIX
U MJIECHEBBIX IPHOOB
Pseudomonas aeruginosa

Staphylococcus aureus

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

Less than 10 CFU/g/
Memnee 10 KOE/T

Absent in 1 g/ OrcyTctByerB 11

Absent in 1 g/ OtrcyrctByeTrB 1T

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

Not more than 10' CFU/g /
He 60nee 10! KOE/r

|
Absent in 1 g/ OrcyTctBUe B 1 T

Absent in 1 g/ OTcyTcTBUE B 1 T

Assay / KosuuecTBeHHOE
onpeaeieHHe

10.36 mg/ 10.36 Mr

9.0 to 11.0 mg of C13H2N205S (nimesulide)

er 1 g of the product. /

Ot 9,0 10 11,0 mr C3HN2OsS (HuMecynua)

B 1 rnpenapara

Remarks : The Product conforms

Ipnmeuanne: [Tpoaykt cootBeTcTBYET TpeboBanusM HJI

to ND/

Conclusion : APPROVED /
3armwyenue: OJOBPEHO

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

MoprotoBneHo: Shivani _— | IlpoBepeno: Santosh Kumar Onobpeno: Menemxep / PykoBonuresis, M
A | Maurya 2 Manoj Kumar Yt

Reprint Date / Reprint Date / Reprint Date /

Jata: 25.01.2024 Hara: 25.01.2024 Hara: 25.01.2024

&

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

Tel: +91 40 4900 2900, Fax; +91 49 4900 2959, Email: mail@dricddys.com
CIN: LBS1954F1984PLLI04507

www drreddys com




Dr. Reddy's Laboratories itd
&e Formulation Unit-6

Dr. Reddy,s q; Vill. Khol, Nalagarh Road, Baddii,

Distt. Sofan, H.P., 173 205, INDiA
Tel: +81 33165 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

[Product : Nise gel 1%, 100 g
Ipoaykr: Haiis®, rens ansa HapyxHoro npumeHenus 1%, 100 r

Market / Poinok : Russia/ Poccus

Batch No. / . V230752 Batch Quantity / . 11600.000 units /
Cepus Ne ) Pasmep cepun * 11600.000 equuuiy
Analytical Repovrt No./ . 040002187222 Date of Analysis / . 16.10.2023
AHanuTHyecknii oruet No JaTta anasinsa

Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026

Jara npoussoacraa Tomen Ao

Mfg. License No. /

IIpoun3BoacTBeHHAR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)
JIHIEeH3HA Ne

Analysis performed according ND No / Anaans nposexen no H Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JIII-Ne(001198)-(PT-RU) ot 29.03.2023

8 | Package / YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /

[To 100 r B TYOy M3 TaMHHHPOBAHHOTC ATIOMHHMSL, CHabKeHHYIo MeMOpaHoit 1is
KOHTpona mepeoro BCkpblTH. [To 1 Tybe B nayky KapTOHHYIO C HHCTPYKLHUEH 1Mo
MpPHMEHEHHIO (JIMCTKOM-BKJI/IbIILIEM).

f

* 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./

* [IpoBOAMTCS TIPOU3BOIMTEINIEM TIPH BEINYCKE TIEPUOAHYECKH (C HHTEPEATIOM B OJTHO HCTEITaHHE Ha 20 cepuil WK He menee 1
pasa B ron). [Tokazareslb MOXKET ObITH He BKJIFOUYEH B cepTH(UKAT aHanu3a Gupmel,

API name (INN) / A®C (MHH): Nimesulide / Humecynug
API manufacturer batch number / NMS/13070710
Homep cepun npounszBogutenst ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTanuuu npoussoguteas I'JID: EEQA00508
API Manufactured by & country / Aarti Drugs Ltd., India /
Ipoussoautens ADC, cTpaHa: Aaptu parc JIta., Unaus
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 / IIpouzBoacTBEHHOE NoApazaenenue-6, Bunamk Kxonsb,
HaumenoBanmue, aipec u HoMep JHIEH3HH Hanarapx Poyn, bannu, Conan Quctpuxr, X.I1. 173205, Ungus
ILIOINAAKH, OCYLIeCTBJISIOMIei (Jlunenzusa Ne MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cooTBeTCTRYET TpeboBanusaM HIT 3axmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / A
MoarotoBneHo: Shivani ¢ IIpoepeHo: %@‘tﬁm Kumar Onobpeno: Menemxep / PykoBoanTeN, ” {
}T Maurya . el Manoj Kumar hlj?ﬂ-‘i"”
Reprint Date / Reprint Date / Reprint Date /
Hata: 25.01.2024 Jara: 25.01.2024 Jara: 25.01.2024
Recisterer] Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol, 01 40 4900 2040, Fax: +91 40 4900 2999, Email: mail@direddys.com

CIN. L85195AP1E34PLCO0A5GT
www.drreddys.com




Dr. Reddy's Laboratories [id
@ Formulation Unit-0

? e ) i
Vill. Kk !alagarh Road, Badd
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Nise gel 1%, 100 g
Mpoayxr: Haiiz", rens ana Hapyxwsoro npumenenus 1%, 100 r ]
Market / PoiHok : Russia / Poccus
Batch No. / . V230752 Batch Quantity / . 11600.000 units /
Cepust N ’ Pasmep cepuu © 11600.000 enqunuIy
Analytical Repo:‘t No./ . 040002187222 Date of Analysis / . 16.10.2023
AHajauTtu4yeckuii oTuer No JlaTa ananusa
Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026
JaTta npousBoacTBa T'open go
Mfg. License No. /
IMpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001198)-(PI"™-RU)
JIHIeH3us Ne
Analysis performed according ND No / Anasaus nposeaex mo HJ No: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

JIII-Ne(001198)-(PT-RU) ot 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 dkt.
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».

3akii0ueHHe 0 COOTBETCTBHHU: «HaCTOANM s MOATBEPXk A0, YTO IPHUBEJCHHAs BBIE MHPOpPMalys ABIAETCS
AOCTOBEPHOM M TOYHOH. DTa cepus NPOAYKIMH NpPOU3BejeHa (BKIOUYAs YNaKOBKY (MApKHPOBKY) M KOHTpPOIb
KayecTBa) Ha BBINEYKAa3aHHOM MPOM3BOJACTBEHHOM rmom@agke (IUIOMAAKAX) B IOJHOM COOTBETCTBHU C
TpeboBanuamu IIpapun Hajanexameil MPOU3BOACTBEHHON NMPaKTHKH EBpasuiickoro >KOHOMMUYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHT16ps 2022) 1 TpeGOBaHMAMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEJICTB,
a TakKe B COOTBETCTBHU CO CNEUMPHKALMAMY, COAEPIKALIMMUCA B PETHCTPALIMOHHOM J0ChE CTPAaHBI-UMIIOpPTEPA.
3anucy 10 NpoU3BOJICTBY, YNIAKOBKE H aHAIU3Y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBanuaM [1papu
HaJyIexKalei poOM3BOACTBEHHON NMpakTUKK EBpasuiicKoro 3KOHOMHYECKOr0 COK3a».

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

ITpumeyanne: IIponykr coorBercTBYeT TpeboBanusam HJT 3akmodenue: OJJOBPEHO

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

MoarotoBneHo: Shivani — IIpoBepeHo: Santgsh Kumar Onobpeno: Menenxep / PykoBoautens { '
A ) Maurya g%_é:f Manoj Kumar ’}hﬁ!’;’

Reprint Date / Reprint Date / Reprint Date /

Hara: 25.01.2024 Hata: 25.01.2024 Hara: 25.01.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP19834PLCO0AS0Y
www.drreddys.com




