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Dr. Reddy's Lakorateries Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Novigan, film-coated tablets
Mpoaykr: Houran®, TabnerkH, NOKpeIThIe IICHOYHOIH 060104K0ii

Market / Prinok : Russia / Poceus

Batch No. / _ Batch Quantity / 12,00000tab/

Cepusi Ne ? Y0107 Pasmep cepun © 12,00,000 Tab B B
Analytical Repovrt No./ . 890001811922 Date of Analysis / . 27.05.2025

AHaJauTH4eckHii oTueT Ne JaTa aHaju3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JlaTa npou3BoACTBA TI'open oo

Mfg. License No. /

IlpouszBoacTBeHHAR MNB/05/263 MA number: / Homep PY  : JII-Ne(005665)-(PT-RU)

Jauuensnsa Ne

Analysis performed according ND No. / Ananus llpOBeLlell. o H/J Ne: JIII-Ne(005665)-(PI'-RU)-100624
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to the retention time of the main peak on the
chromatogram of ibuprofen standard
solution. / Bpemst yaep»KHBaHHA OCHOBHOTO
IHKa Ha XpPOMAaTOrpaMMe MCIIBITYEMOro
pacTteopa COOTBETCTBYET BpEMEHH
yOep>KHBaHMA  OCHOBHOrO  MHKa  Ha
XpOMaTorpaMMe pacTBOpa CTaHAapTHOIO
obpasua ubynpodena.

Ne Dl Result / PesynabTaThl Specification / Hopma
Hoxka3zareanb
1 Description / White round biconvex film-coated tablets | White round biconvex film-coated tablets debossed
Onucanue debossed with NOVIGAN on one side. On | with NOVIGAN on one side. On a cross section
a cross section white core. / Kpyriaele | white to  off-white core. /  Kpyrise
JNBOSIKOBBIMYKJIbIC  TabNeTKH, TOKPBITHIE | ABOSAKOBBIMYKIIbIE TabeTkHy, TIOKPBITHIE
IUIEHOYHOM ofonoukoil Genmoro upera, ¢ | TUIEHOYHOH  obonoukoit  Gemoro  usera, ¢
tHcHeHneM NOVIGAN Ha ofHOH cTopoHe. tucHeHueM NOVIGAN Ha onHo#t cropone. Ha
Ha nonepeunoM paspese sjipo ©efloro | MONMEpPEeYHOM pa3pese sapo oT Oeaoro A0 MOYTH
LBETA. Oenoro BeTa.
2 Identification / IloaauHHOCTB
2a Ibuprofen / The retention time of the main peak on the | The retention time of the main peak on the
Ubynpoden chromatogram of test solution corresponds | chromatogram of test solution should correspond to

the retention time of the main peak on the
chromatogram of ibuprofen standard solution
(section Assay). / Bpems yaep>xuBaHus OCHOBHOTO
NMKa HA XpOMaTorpaMme HCHBITYEMOro pacTBopa
IOJDKHO COOTBETCTBOBATH BPEMEHH yHEPXKHBaHUS
OCHOBHOFO MHMKa Ha XpOMaTorpamMMe pacTBopa
craugaptHoro obpasua wuOynpodeHa (pazmen
«KonuuecTBeHHOE OMNPEIETICHUEN).

Remarks : The Product confirms to ND /
IIpumeuanue: IIponykt coorBercTByeT TpebopaHusm HJ|

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Shivani

b

Checked by /
Ipoerepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemkep / PykoBoautess
Amit Kumar N

{\//

Reprint Date /
Hara: 27.05.2025

Reprint Date /
JHara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Novigan, film-coated tablets
MpoaykTt: HoBuran®, TaGuierky, NOKPLITbIE MJIEHOYHOIT 060J104KOi

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / _12,00,000 tab / -
Cepus Ne (" M2S01007 Pazmep cepuu * 12,00,000 Tab B
Analytical Repourt No./ . 890001811922 Date of Analysis / . 27.05.2025

AHanuTHYEeCKHH oTueT Ne JlaTa ananu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JlaTa Nnponu3BOACTBA I'open no

Mfg. License No. /

IIpoussoacrBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(005665)-(PT-RU)

JuneH3Ha No

Analysis performed according ND No. / Anasu3 nposeien no HJI Ne: JITI-Ne(005665)-(PT'-RU)-100624
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Pitofenone
hydrochloride and
fenpiverinium
bromide /
MutodceroHa
THAPOXJIOpUA U
¢eHnusepuHus
6pomun

2b

The retention times of the main peaks on the
chromatogram of test solution correspond to
the retention times of pitofenone
hydrochloride and fenpiverinium bromide

pcaks on thc chromatogram of standard
solution. / BpemeHa  yIepxuBaHHA
OCHOBHBIX THKOB Ha XpoMaTorpamme

HCIIBITYEMOTO  PacTBOpa COOTBETCTBYIOT
BpEMEHAM YIAEpP>KHBAHHA OCHOBHBIX MHKOB
nuTodeHoHa rUApoXJIOpHIa U
dbenmBeprHUa 6pomuaa Ha
XpoMaTorpaMMe CTaHOApTHOTO PacTBOpa.

The retention times of the main peaks on the
chromatogram of test solution should correspond to
the retention times of pitofenone hydrochloride and
fenpiverinium bromide peaks on the chromatogram
of standard solution {(section Assay). / Bpemena
yIoepIKUBaHHUS OCHOBHBIX NK1KOB Ha
XpOMaTOrpamMMe HCIBITYEMOro PacTBOpa JAOJDKHBI
COOTBETCTBOBATD BpPEMEHaM yAEpKUBaHHUS
OCHOBHBIX MUKOB NUTO(dEHOHA THAPOXIOpHAA H
dennuBepunrs  GpoMHEa Ha XpoMaTorpamme
CTaHJapTHOro pacTBOpa (paznen
«KonudecTBeHHOE OMpEAeIeHHEN).

3 Average weight /
Cpeansis macca

567.3 mg/567.3 mr

570.0 mg + 3 % (552.9 mg to 587.1 mg) /
570,0 Mr £ 3 % (ot 552,9 mr no 587,1 mr)

TabaeTku
4 Disintegration / 02 min 36 sec / 02 muu 36 cek Not more than 30 min / He 6onee 30 mun
Pacnagaemoctn
5 Dissolution / PacTrBopenue
a) Ibuprofen/ Unit-1 / Tabn.-1 101 % Not less than 70 % (Q) of labeled amount of
Hbynpoden : ibuprofen (Ci3H;30-) is dissolved in 30 minutes. /
CRic2ySaon=2 UoE He menee 70 % (Q) OT HOMHHAIBLHOTO COAEPHKAHUS

Remarks : The Product confirms to ND /
Ipumeuanne: I[ponykT coorBeTcTBYET TpebopanuiMm HJJ

Conclusion : APPROVED /
3akiarouenune: OJJOBPEHO

Prepared by /
IMoarorosneHo: Shivani

b

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxep / PykoBoaurens
Amit Kumar

\
AN—
v

Reprint Date /
Hara: 27.05.2025

Reprint Date /

Jara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060024, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Novigan, film-coated tablets
Mpoayxt: HoBuran®, TabeTky, NOKPbIThIE IEHOYHOH 060104KOH

auuen3us Ne

Market / Pbinok : Russia / Poccus

Batch No./ ] Batch Quantity / . 12,00,000 tab /

Cepus Ne S HESOInoy Pazmep cepuu ' 12,00,000 Tab B
Analytical Repourt No./ . 890001811922 Date of Analysis / . 27.05.2025

 AHATMTHYECKHIi oTHeT No JlaTa anain3a -
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JaTa npoHsBoacTBa I'ogen no

Mfg. License No. /

IpousBoacTBEeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI'-RU)

Analysis performed according ND No. / Auaau3 nposeaen no HJI Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page3 of 9/ Crp.3m39

J
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Unit-3 / Tabn.-3 100 % n6ynpodena (Ci3H;302) N0OMMKHO pacTBOPHTECA 32
Unit-4 / Tabn.-4 100 % 30 bk

Unit-5 / Tabn.-5 101 %

Unit-6 / Tabn.-6 102 %

b) Pitofenone Unit-1/ Tabn.-1 103 % Not less than 75 % (Q) of the labeled amount of
hydrochloride / - S pitofenone  hydrochloride  (Ca2HzsNOsHCI)
IutodeHona Unit-2 / Tabn.-2 105 dissolved in 30 minutes. / He menee 75 % (Q) ot
CHIAPOXJIOpUA Unit-3 / Tabn.-3 101 % HOMHHAIIEHOTO conepKaHud nurodeHoHa

. - FMOPOXJIOpHAA (C22H2sNO4-HCI) TOJKHO
Unit-4/ Tabn.-4 103 % pacTBOpHThECs 3a 30 MUH.
Unit-5 / Tabn.-5 102 %
Unit-6 / Tabn.-6 102 %
6 Related substances / PoncTBeHHbIe MpHMecH

Any single impurity /| Below BDL / Huxe nopora perucTpauui Not more than 0.3 % /

JIrobas enMHHYHAS He 6onee 0,3 %

NpUMech

Total impurities / Below BDL / Hike nmopora peructTpalumu Not more than 0.7 % /

pora p p

Cymma npumeceit He 6onee 0,7 %

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ilpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBauusm HJI 3axkmouenne: OJTIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroeneno: Shivani IpoBepeno: Pardecp Kumar Onobpeno: Menemxkep / Pykosoaurens

. b/ Amit Kumar L

/\/

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Registered Office: 8-2-337, Roac No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4G 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Lakoratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Novigan, film-coated tablets
Mpoaykt: Hopuran®, Taéierku, NOKpbIThIE MJIEHOYHOH 060104K0iH

Market / PuiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /

|Cepusi Ne ’ ‘,_2501007 Pazmep cepun © 12,00,000 Tab o
Analytical Repourt No./ . 890001811922 Date of Analysis / . 27.05.2025
AHaJHTHYeCKHIi oTyeT Ne Jara anannza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

HMaTta npoussoacTBa Fogen g0

Mfg. License No. /

IpouspoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JII-Ne(005665)-(PT-RU)
JUUeH3Hsa Ne

Analysis performed according ND No. / Ananus nposeaen no HJ{ Ne: JIII-Ne(005665)-(PI'-RU)-100624

Page4of 9/ Crp. 4 u3 9

7 Microbial purity* / Mukpo6nonornueckas unucrora*
a) Total aerobic NA Not more than 103 CFU/g /
microbial count / He 6onee 10° KOE/r
Obmee yncio
a3pOoOHBIX
MHUKPOOPraHU3MOB
b) Total combined NA Not more than 10> CFU/g /
yeasts and mould He 6onee 10> KOE/r
count / O61ee
YUCIIO
IOPOXOKEBBIX U
TUIECHEBBIX
rpubos
¢) E. coli NA Shall be absent in 1g/
JomKHbl OTCYTCTBOBATE B 1 T
8 Uniformity of dosage units / OgHopoaHOCTh 703U POBAHUS
Ibuprofen / 1.5 Acceptance value (AV) should be not more than
Hbynpoden 15.0. / IlokazaTens npuemneMocTd (AV) nomxen
6bITh He Gonee 15,0

Remarks : The Product confirms to ND /
Ipumeuanne: ITponyxt coorBeTcTBYeT TpeGoBaHuam HJI

Conclusion : APPROVED /
3akarouenne: OIOBPEHO

Prepared by /
IMoarorosneno: Shivani

b

Checked by /
Iporepeno: Pardeep Kumar

p

Approved by: Manager / Executive /
Onobpeno: Menekep / PykoBonuress

Amit Kumar
L

!\//

Reprint Date /
JHara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +91 40 4900 2900, Fax: +31 4C 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1584PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel: +01 98166 55001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Novigan, film-coated tablets

Npoayxr: HoBurau®,

TaGJIeTKN, MTOKPBIThIE MJIEHOYHO# 000J104K0k

auneH3usa Ne

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /

Cepus Ne g V2501007 Pazmep cepun * 12,00,000 Tab

Analytical Repovrt No./ . 890001811922 Date of Analysis / . 27.05.2025
AHaJHTHYecKui oTueT Ne JaTa anaju3za

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JaTa nponspoicTsa I'oaen go

Mfg. License No. /

IIpon3BoacTBeHHASA : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PI'-RU)

Analysis performed according ND No. / Ananus nposenen mo H/IL Ne: JIl'[-ﬁéi_Ol]Sﬁ()S)—(PI"-RU)-100624
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Pitofenone

IMurodenona

bromide /

6pomua

hydrochloride /

TUAPOXIIOPHI

Fenpiverinium

DeHnuBepUHUs

2.7

Acceptance value (AV) should be not more than
15.0. / Toxasarciy npemiieMoctH (AV) gomicort
OwITh He Gostee 15,0

2.9

Acceptance value (AV) should be not more than
15.0. / lokasaresns npuemyieMocTH (AV) nomkeH
6biTE He Gojiee 15,0

Assay / KosimuecTBeHHOE onpejesieHHe

Ibuprofen / 398.8 mg/398.8 mr From 384.0 to 416.0 mg of C;3H50: (ibuprofen)
Hbynpoden per tablet. /
Ot 384,0 5o 416,0 mr C3H130> (ubynpodeH) B
TabneTke.
Pitofenone 5.112mg/5.112 mr From 4.5 to 5.5 mg of CooHasNO4-HCI (pitofenone
hydrochloride / hydrochloride) per tablet. /
[Mutodenona Ot 4,5 10 5,5 mr C»HasNOyHCL (murodenona
THAPOXJIOPUL TUAPOXJIOpUA) B TabieTke.
Fenpiverinium 0.1009 mg/ 0.1009 mr From 0.09 to 0.11 mg of C22H29BrN>O
bromide / (fenpiverinium bromide) per tablet.

Remarks : The Product confirms to ND /
IHpumeyanne: Ilponykt coorBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akarouenune: OJOBPEHO

Prepared by /

TToarorosneno: Shivani

i

Checked by /
ITpoeepeHo: Pardeep Kumar

=

Approved by: Manager / Executive /
OnobpeHo: MeHemxkep / PykoBonutens
Amit Kumar

[

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Reprint Date /
Jarta: 27.05.2025

Registered Office: 8-2-337, Roaa No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +91 40 4900 2300, Fax: +91 40 4900 2959, Email:
CIN: L85195AP1984PLC004507
www.drreddys.com

mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tzl +21 0R1A/5 E6O01-02
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

[Product : Novigan, film-coated tablets

IIpoaykr: Hosuran®, Tabnerku, NOKPBIThIE NJICHOYHOH 0001049KO0¥

Analytical Report No. /
AHaJUTHYEeCKHIH 0TueT N

: 890001811922

JlaTa aHaau3a

Date of Analysis /

Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepus Ne V201007 Pasmep cepun *12,00,000 Tab

¢ 27.05.2025

Date of Manufacture /
JaTa npou3BoICTBa

1 04/2025

Toxen go

Date of Expiry /

: 03/2030

Mfg. License No. /
ITpouszBoacTBeHHAas
AuueH3us Ne

: MNB/05/263

MA number: / Homep PY

: JITI-Ne(005665)-(PT-RU)

Analysis performed according ND No. / Anaaus n_pOBcJ:leH no H/ Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page 6 of 9/ Crp.6m3 9

DeHnuBepuHUT Ot 0,09 10 0,11 mr C22Ha9BrN-O (dennusepunms
6pomun 6poMun) R TabreTke.
10 Package / 10 tablets in a aluminum foil laminated with | 10 tablets in a polyvinyl chloride film/aluminum foil
YnakoBka oriented polyamide and polyvinyl chloride / | blister or in a aluminum foil laminated with oriented
aluminum foil blister. 2 blisters and patient | polyamide and polyvinyl chloride / aluminum foil
information leaflet in a carton pack. / ITo 10 | blister. 1 or 2 blisters and patient information leaflet
tabnetok B 6aMcTEp W3 alOMHUHHEBOH | in a carton pack. / [To 10 Tabnerok B 6aucrep u3
¢onbry, JIAMHHHPOBAHHOW | MOJHBHHHIIXJIOPMAHOMN TUIEHKH/aMIOMHHHEBOH
OpPHUEHTHPOBAHHBIM N0JIHaMUIOM u | donsru unu B GrMcTep U3 aMOMMHHEBOH (OJIBIH,
TIOJIMBUHUIXJIOPUIOM/JIIOM HHHEBOH JIAMUHUPOBAHHON OpPUEHTHPOBAaHHBIM TTONHAMHAOM
doneru. Io 2 6aucTepa ¢ HHCTPYKUMEH HO | M NONMBHHHIXIOPHAOM/anioMuHEeBOH donbry. TTo
MPHMEHEHHIO B MTa4Ky KapTOHHYIO. 1 unu 2 6ancrepa © HHCTPYKUMEHN MO NPUMEHEHHIO
B Na4Ky KapTOHHYIO.
11 Labeling / Complies as prescribed / | According to ND /
MapkHupoBKa CootsetcTByeT TpebOBaHUAM B coorserctBuu ¢ HJI
12 Storage Al temperature below 25°C / Tlpu Temneparype He Boiwe 25 °C.
conditions /
Xpanenue
13 Shelf life / Cpox 5 years /5 qer
rOIHOCTH

Remarks : The Product confirms to ND /
ITpumeuanne: Ilponykr coorsercrByeT Tpebosanusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IToarorosseHo: Shivani

g

Checked by /
Iporepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoautens
Amit Kumar N

N

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Registered Gffice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L851S5AP1884PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Novigan, film-coated tablets
Ipoaykr: HoBuran®, Ta6serkn, nokpoiThie NIEHOYHOH 000.J104K0#H

nuueH3us Ne

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 12,00,000 tab /

Cepus Ne F V2501007 Pa3zmep cepuu © 12,00,000 Tab

Analytical Repo:‘t No./ . 890001811922 Date of Analysis / . 27.05.2025
AHaIUTHYECKHH oTYeT Ne Harta ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JlaTa nponsBoacTBa T'onen no

Mfg. License No. /

IMpon3soacTeeHHas : MNB/05/263 MA number: / Homep PY  : JHI-Ne(005665)-(PI'-RU)

Analysis performed according ND No. / Ananus nposened no HJ Ne: JITI-Ne(005665)-(PI'-RU)-100624

Page 7 0f9/Crp.7u3 9

* _ Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be absent

from the Company's certificate of analysis. /
* _ [IpoBOAHTEA NPOU3BOAMTEIEM MPH BRIMYCKE MEPHOAMUECKH: Aasl Kaxa0i 20-0if cepuu un He meHee 1 paza B roa. [lokasatens

MOXkeT OBITh He BKJIOYCH B CepTHOHKAT aHanu3a GupMbl.

API name / Haumenoanue APC: Hbympoden [Murodenon CDCH]'[lfIBe[:?l/l.HI/]S[ 6p0M.ml 4
Fenpiverinium bromide

INN / MHH: Ibuprofen Pitofenone Fenpiverinium bromide
API manufacturer batch number / PIBM240242,
Homep cepum npoussoauTens PE/376 FA/213

PIBM240252
ADC:
FP Manufacturer API Batch
number /

FESA00154, FESA00155 FENA05395 FENRO04553

Homep cepuu cyGcTaHIUH
npoussoautens ['JId:

Remarks : The Product confirms to ND /
ITpumeuanue: IIpoaykr coorsercTBYeT TpeHoBanuam HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoarotosneno: Shivani

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoauresns

Amit Kumar
r" f _ N
J U= f.-l\\f "
‘ln’
Reprint Date / Reprint Date / Reprint Date / )
Hara: 27.05.2025 Hara: 27.05.2025 Hara: 27.05.2025

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: mail@drreddys.com

CIN: L851S5AP1284PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Novigan, film-coated tablets
Mponykr: HoBuras®, TaGnerku, noKpbIThIE NJIEHOYHOH 060104K0#

Market / PbiHOK : Russia / Poccns

Batch No. / ] Batch Quantity / . 12,00,000 tab /

Cepus Ne ey Pasmep cepun * 12,00,000 Tab -
Analytical Repovrt No./ . 800001811922 Date of Analysis / . 27.05.2025
AdanuTH4yeckuii oruer Ne JlaTa anaan3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JlaTa npou3BOACTBA Togen po

Mfg. License No. /

IIpon3BoacTBeHHasA : MNB/05/263 MA number: / Homep PY  : JII-Ne(005665)-(PI'-RU)
JnneH3usa Ne

Analysis performed according ND No. / Auaaus nposeaen o HJL Ne: JII-Ne(005665)-(P1-RU)-100624

Page 8 of 9/Crp. 83 9

API Manufactured by & country /
IMpouzroautens A®C, cTpana:

Solara Active Pharma
Sciences Limited, India /
Conapa 2xtuB Papma
CatieHcus Jiumuren,
HUnnus

R L Fine Chem Pvt. Ltd,, India/ | X L Fine Chem Pvt. Ltd,,

. India /
Sl e e T T P JI ®aiin Kewm IIsT. JITA.,
Nupus
Hnaus

Name, address, authorization No
for FP manufacturing site / Control
site / Release site /

HaumeHOBaHuUe, ajpec U HOMeP
JIHUEH3HH MJI0IHAIKH,

ocyuecTBAsS IOIIeiH
IpON3BOACTEO/KOHTPOJIb
KavecTBa/Buinyck ['JID

Formulation Unit-6, Vill.

Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India
(License No MNB/05/263) /

IMpouzBoacTBeHHOE MofApazaeneHue-6, Buur. Kxons, Hanarapx Poya, bamay, luctpuxr
Conan, X.I1., 173205, Uaaus (Jluuenzus 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. 23 July 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».

Remarks : The Product confirms to ND /
Ipumeuanne: IIpoaykr coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
Jakiawyenue: OJOBPEHO

Prepared by / Checked by /
ITonrorosneHo: Shivani

al

IIpoBepeno: Pardeep Kumar

=

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoauTens
Amit Kumar "

N—

Reprint Date /
Jata: 27.05.2025

Reprint Date /
JHarta: 27.05.2025

Reprint Date /
Jara: 27.05.2025

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: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Novigan, film-coated tablets o
Ipoaykt: Hopuran®, TabieTku, NOKpbITHIE MIEHOYHOI 060104KO
Market / PoiHok : Russia/ Poccus
Batch No. / . Batch Quantity / . 12,00,000 tab /
Cepus Ne : V2501007 Pasmep cepun * 12,00,000 Tab |
Analytical Repovrt No./ . 890001811922 Date of Analysis / . 27.05.2025
AHanauTH4eckuii oTueT Ne JaTa anaansa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030
JlaTta mpoH3BoAcTBA T'ogen no
Mfg. License No. /
IpouzeoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(005665)-(PT-RU)
JnueH3ns Ne B .
Analysis performed according ND No. / Anaaus nposeacn no H/ Ne: JITI-Ne(005665)-(PT-RU)-100624

Page 9 0of 9/ Crp.9u3 9
3aK/II0YeHHe 0 COOTBeTCTBMM: HacToslMM s MOATBEPXIAl0, uTO MpPUBEAEHHAs Bbllle HHQOpMaUNs SBJISETCS
JIOCTOBEPHOM ¥ TOUHOMN. DTa cepysi MPOAYKUWH NPOU3BeeHa (BKIOUYas yNakoBKy (MApPKHPOBKY) U KOHTPOIIb Ka4eCTBa)
Ha BblIEYKa3aHHOHW NPOM3BOACTBEHHON IUIolaKke (INOLIaAKaX) B MOJHOM COOTBETCTBMH C TpebGoBaHusiMu I[IpaBun
HaJUIexallelf Mpon3BOACTBEHHOI MpakTuku EBpasuiickoro skoHomuueckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot
23 wrona 2022) n TpeGOBaHHUSAMH KOHTPOINSl KauecTBa JIEKApCTBEHHBIX CPEACTB, a TakkKe B COOTBETCTBHU CO
crieuuUKalUsAME, COAEPKAIUMHCS B PETMCTPALMOHHOM A0ChE CTPaHbl-UMIIOPTepa. 3alUCH 110 IPOU3BOJICTBY, YI1AKOBKE
M aHalM3y MNpOBEPEHBl, W YCTAHOBIEHO HX COOTBeTcTBHE TpebGoBaHMaM I[IpaBun Hamnexamed NPOU3BOACTBEHHOH
npakThky EBpasuiickoro 3KOHOMHUYECKOTO COH3a».

Remarks : The Product confirms to ND / Conclusion : APPROVED/
IIpumeuanne: IpoaykT cooTBeTcTBYET TpeboBanusm HJI 3axmoyenue;: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Mogroroeneno: Shivani IIpoBepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBomurens
: Amit Kumar
q =) — -
| =2 /\ =

Reprint Date / Reprint Date / Reprint Date / ’
Jara: 27.05.2025 Jara: 27.05.2025 Jara: 27.05.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




