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CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJIH3A 

Product : Novigan, film-coated tablets 
fl PO.llYKT:: ll on11 rau(I\,, Ta6JJeTlrn, OOKP LrTbf C nJJeHO'IHOH o6oJJO'IKOH 

Market/ :f1.rnoK : Russia I Pocc1ui 

Batch No,/ 
V2502428 

Batch Quantity / 12,00,000 tab / 
: : 

Cepnn .N"2 PaJMep cepm1 12,00,000 rn6 

Analytical Report No. / 
: 040003230911 

Date of Analysis / 
: 26.12.2025 

AuaJJHTHqecKHH 0T'leT .N'2 )laTa auaJJHJa 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2030 : : 

)laTa n!)Ot-1380,IJ.CTBa ro,IJ.eH ,IJ.0 

Mfg. License No./ 
IlpOH3BO)lCTBeHH3SJ : MNB/05/263 MA number: / HoMep PY : Jlll-N2(005665)-(Pr-RU) 

JJH~eHJHH .N'2 
A nal ysis p erformed accordin2 ND No./ Auamn npoBeJ.leH no ILJ. N2: J1Il-.N'~(005665)-(Pf-RU)- 100624 

Pa2e 1 of 8 / C-rp. 1 HJ 8 

.N"! Test I IloKaJaTeJJb Result/ PeJyJJbTaTbl Specification/ HopMa 

I Description / White round biconvex film-coated tablets White round biconvex film-coated tabl ets debossed 
OnucauHe debossed with NOVIGAN on one side. On with NOVIGAN on one side. On a cross section 

a cross section white core. I Kpyrnb1e white to off-white core. I KpyrJJb1e 
,IJ.BOlIKOBblnYKJlbie Ta6JleTKl1, noKpbITbie ,llBOlIKOBblnYKJlble Ta6JleTKl1 , noKpbITble 
nJ1eHOLIHOH 060J104KOH 6enoro UBeTa, C nJleH04HOH o6oJI04KOH 6eJ1oro UBeTa, C 
rncttem1eM NOVIGAN Ha O.UHOH CTOpoHe. rncHeH11eM NOVIGAN Ha O.UHOH cTopoHe. Ha 
Ha nonepeLIHOM pa3pe3e ll,llpO 6enoro nonepeLIHOM pa3pe3e ll,upo OT 6enoro .uo noLITH 
UBeTa. 6enoro uBeTa. 

2 Identification/ Ilo,1J.JJHHHOCTb 
2a Ibuprofen I The retention time of the main peak on the The retention time of the main peak on the 

116ynpocjleH chromatogram of test solution corresponds chromatogram oftest solution should correspond to 
to the retention time of the main peak on the the retention time of the main peak on the 
chromatogram of ibuprofen standard chromatogram of ibuprofen standard solution 
solution. / BpeMll y.11.ep)KHBaHHll OCHOBHOrO (section Assay) . I BpeMll y.nep)KttBaHHll OCHOBHoro 
n11Ka Ha xpoMaTorpaM Me 11cnbnyeMoro n11Ka Ha xpoMaTorpaMMe 11cnbnyeMoro pacTBopa 
pacTBopa COOTBeTCTByeT BpeMeHH ,11.0Jl)KHO COOTBeTCTBOBaTb BpeMeH11 y.uep)l(11BaHHll 
y .11.ep)KHBaHHll OCHOBHOfO nttKa Ha OCHOBHOfO ITHKa Ha xpoMaTorpaMMe pacTBopa 
xpoMaTorpaMMe pacTBopa CTaH.11.apTHOro crn11.11.apn1oro 06pa3ua H6ynpocjlcHa (pa3.11.e11 
06pa3ua 116ynpoqietta. «Ko1111L1eCTBeHHOe onpe.11.e11ett11e»). 

2b Pitofenone The retention times of the main peaks on the The retention times of the main peaks on the 
hydrochloride and chromatogram oftest solution correspond to chromatogram oftest solution should correspond to 
fenpi verini um the retention times of pitofenone the retention times ofpitofenone hydrochloride and 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMeLiaHHe: Ilpo11yKT cooTBeTCTByeT Tpe6oBaHl1lIM HJ]; 3al\J110lfe1me: 0)1,06PEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

ITO rDTOBJleHo: 1·• IlpoBcpeHo: Pardeep Ilpoaep HO (AOK): Amit On.06pe1:10: O6ecne4eHHe Ka4eCTBa!OTBeTCTBeHHOe 
Pravesh Rana r Kumar Kumar 

~---

.1111uo: 

~ p✓ d-.:-
Date / I D ate / 'Date/ I Date / 2- 7 r-r ~~w~ 
AnTa: 26.12.2025 :Ua:ra: 26.12.2025 :D:rra: 26.12.2025 ,D,aTa: 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Novigan, film-coated tablets 
IlPO.LIYKr: HoBHraH(\ Ta6JieTKH, DOKpbITble UJieHO'IHOH o60JIO'IKOH 

Market/ PbmoK : Russia/ Poccm1 

Batch No./ 
V2502428 

Batch Quantity / 12,00,000 tab/ 
: : 

CepnH .N"2 Pa3Mep cepuu 12,00,000 Ta6 

Analytical Report No./ 
: 040003230911 

Date of Analysis / 
: 26.12.2025 

AHaJIHTH"<leCKHH OT'leT .N"2 )laTa aHaJinJa 

Date of Manufacture / 
12/2025 

Date of Expiry/ 
11/2030 : : 

)laTa npolllBO.LICTBa ro_lleH .LIO 
Mfg. License No./ 
IlpOH3BOt);CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N"2(005665)-(Pr-RU) 
JIHIIeH3HSI .N'2 
Analysis performed according ND No./ Anamn npose.L1eH no H,11, .N"2: JIIl-.N"2(005665)-(Pr-RU)-100624 

Pa2e 2 of 8 / Cro. 2 H3 8 
bromide/ hydrochloride and fenpiverinium bromide fenpiverinium bromide peaks on the chromatogram 
ITmocpeHoHa peaks on the chromatogram of standard of standard solution (section Assay). I BpeMeHa 
rl-1)],pOXJJOpH.LI H solution. I BpeMeHa y.L1ep)l(HBaHHJI y _llep)l(HBaHHJI OCHOBHblX ITHKOB Ha 
cpeHmrnep11H11J1 OCHOBHblX IlHKOB Ha xpoMaTorpaMMe xpoMaTorpaMMe 11cnb1TyeMoro pacTBopa .LIOJJ)l(HbI 
6pOMH.LI HCilbITyeMoro pacTBopa COOTBeTCTBYIOT COOTBeTCTBOBaTb speMeHaM y.uep)l(11Battrrn 

speMeHaM y.L1ep)l(l1Bamrn OCHOBHblX Ill1KOB OCHOBHblX Ill1KOB IlHTO<peHOHa r11,T:lpoxnop11.L1a H 
Il HTO <p e HO Ha r11.L1poxnop11.L1a H <peHUl1Bepi1Hl1JI 6pOMl1.Lla Ha xpoMaTorpaMMe 
cpettn11sep11HHJ1 6pOMl1.Lla Ha CTaH_llapTHOro pacTBopa (pa3,T:len 
xpoMaTorpaMMe CTaH.LlapTHoro pacTBopa. «Kom1LJecTseHHoe orrpe.L1enett11e»). 

3 Average weight / 567.7 mg I 567,7 Mr 570.0 mg± 3 % (552.9 mg to 587.1 mg)/ 

Cpe.L1HHH Macca 570,0 Mr± 3 % (OT 552,9 Mr .LIO 587,1 Mr) 
Ta6JieTKH 

4 Disintegration/ 05 min 33 sec/ 05 MHH 33 ceK Not more than 30 min/ He 6onee 30 MHH 
Pacna.L1aeMOCTh 

5 Dissolution/ PaCTsopeuue 
a) Ibuprofen/ Unit-I/ Ta6n.-1 104 % Not less than 70 % (Q) oflabeled amount of 

l16ynpocpeH 
Unit-2 / Ta6n.-2 102 % 

ibuprofen (C13H1s02) is dissolved in 30 minutes. I 
He Mettee 70 % (Q) OT HOMHHaJJbHOro co.uep)l(aHHJI 

Unit-3 / Ta6n.-3 102 % 116ynpocpetta (CuH1s02) .LIOJJ)l(HO pacTBopHTbCJI 3a 

30 MHH. 
Unit-4 / Ta6n.-4 101 % 

Unit-5 / Ta6n.-5 101 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
[JpuMe'laHue: ITpo.nyKT COOTBeTCTByeT Tpe6osaHHJIM H,U 3aKJIIO'leuue: O)lOliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 

ITo_llrOTOBJleHo::JJ TTpoeepetto: Pardeep ITposepeHo (AOK): Amit 0.L106peHo: 06ecrre~LJeH11e KaLJeCTBa!OTBeTCTBeHHOe 
Pravesh Rana - / Kumar K umar 

~ 
"""0 »✓ ~ 

Date/ Date / Date/ 'Date/ 2...-7 ----1 '),.r U) ~ 
)lorn: 26.12.2025 D,11 1lt. 2G.12.202.'.i .lld ld. 2G.12.202.'.i ,[{<11<1. 
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Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
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•·· Dr. R~ddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIIBA 

IlPOilY",-:; Hoourau"' Ta6.rrencn, nOKPblTble nJJeHO'IHOH o6oJJO'IKOH 

Market/ f>1,moK : Russia I Pocc1-rn 

Batch No./ 
V2502428 

Batch Quantity / 
CepirnN2 

: 
PaJMep ccpu u 

Analytical Report No./ 
: 040003230911 

Date of Analysis / 
AuaJIHTtt<.Jecicuii OT'ICT N2 ,LJ:aTa auanuJa 

Date of Manufacture / 
12/2025 

Date of Expiry / 
AaTa npotf1Bo,11,cTna 

: 
r o)lCH ,(1,0 

Mfg. Lice11se No./ 

01·. Reddy's Laboratories Ltd 
Formulation Unit-5 
Viii. l(hol, ~!alagc1,,:1 RoJu, Baddi, 

ni ctt Sohn, i·i .P,; 17~ 1 0'i; INDIA 

w,Nw.drredd-,,~.co,T, 

12,00,000 tab/ 
: 

12,00,000 Ta6 

: 26.12.2025 

: 11 /2030 

IlpOIIJBO)(CTBeHHa!I : MNB/05/263 MA number: / HoMep PY : JIII-.N2(005665)-(Pr-RU) 
JIHU,eHJHSI )fa 

Analysis 1>Crformed acrordin!!. ND No./ Auamn n1>crnc_11cu no ll ,..l .N2: JIII-.N'!!(005665)-(Pr-RU)-100624 
Page 3 of 8 / CTp. 3 H3 8 

Unit-6 / Ta6n.-6 101 % 

b) Pitofenone Unit-l /Ta6n .-1 106 % Not less than 75 % (Q) of the labeled amount of 
hydrochloride / 

Unit-2 / Ta6n.-2 103 % 
pitofenone hydrochloride (C22H2sNO4• HCl) 

0!1Tocpett0Ha dissolved in 30 minutes. I He Mettee 75 % (Q) OT 
rH,upoxnop11,u Unit-3 / Ta6n.-3 103 % HOMHHUJlbHOro CO)].epJKaHHll llHTocpeHOHa 

rn,upoxnop11Aa (C22H2sNO4• HCI) )].OJIJKHO 
Unit-4 / Ta6n.-4 102 % pacrnopHTbCll 3a 30 MHH. 

Unit-5 / Ta6n.-5 99% 

Unit-6 / Ta6n.-6 99% 

6 Related substances / Po,11,CTBeHHbie npuMecu 

Any single impurity / 0.03 % Not more than 0.3 % / 
Jbo6al! e,u11HH1IHall He 6onee 0,3 % 
npHMeCb 

Total impurities / 0.03 % Not more than 0.7 % / 
CyMMa np11Mecei1 He 6onee 0,7 % 

7 Microbial purity* / M1tKpo611onornqecKaS1 'IUCTOTa* 
a) Total aerobic NA Not more than 103 CFU/g/ 
microbial count/ He 6onee 1 03 KOE/r 
O6mee <111cJ10 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TlpHMe'laHHe: ITpo.uyKT C0OTBeTCTByeT -rpe6osaHIIJ\M H)]; 3aKJ110'lem1e: O,ll.O6PEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tio,ArOTOBJICH'O: 

<{ 
ITposepeH'o : Pardeep n poaepeno (AOK): Amit O.D:o6peno: O6ecneLJeHwe Ka1Iecrna/OrneTCTBeHttoe 

P ravesb Rana Kumar 

~ 
Kumar """" ~ y v~ 

/\_/ ~ 
/ 

Date / Date/ Date/ 

'

!Dale/ -f,,.~1,,,-< 
J].o.Tu. ZG.12202.'.i }l.t ld. 2u.12.2Q2j ,[J,U'l'H: 2tU2.202.'l 2---1 I )..l.aTa: 
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•·· Dr.R~ddy's ~~• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy' s Laboratories Ltd . 
Formulation Unit-5 
Viii. Khol, N0laga1 h Roci d, Baddi, 
Distt. Sol an, H. P, 173 205, INDIA 

n Ott Kr~ f-loBHraH'"' TI16J1eTK11 no1e l,I ,e nJieHO'IHOH o60JIO'IICOH 

Market/ :J'b!HOIC 

Batch No,/ 
Ce 1m .N"! 

Analytical Report No./ 
AHaJIHTttl<JecKHH OT'leT .N"! 

Date of Manufacture/ 
)laTa n 0liJBO)lCTBa 
Mfg. Lice~se No./ 
IIponJBOJlCTBeHHaSI 
Jl llll.CIIJltSI .N'2 

a3po6Hb1X 
M1-1KpoopraHH3MOB 

b) Total combined 
yeasts and mould 
count / O6mee 'lttcno 
,apOl!OKeBblX 11 
nnectteBhIX rp1160B 

c) E.coli 

: Russia / Pocc1rn 

V2502428 

040003 23 0911 

12/2025 

: MNB/05/263 

Batch Quantity/ 
Pa1Mep cepttH 

Date of Analysis / 
)],aTa aHaJIHJa 
Date of Expiry/ 
r o.nen /1.0 

MA number: / HoMep PY 

12,00,000 tab/ 
12,00,000 rn6 

26.12.2025 

11/2030 

: JIIl-.N"!(005665)-(Pr-RU) 

O BC,(lell no Hll .N"!: n-.N'2(005o65)-(Pf-R )-100624 
Pn~c 4 of8 I LTp. 4 113 8 

NA Not more than 102 CFU/g I 
He 6onee 102 KOE/r 

NA Shall be absent in 1 g / 
J:l:0Jl)l(Hbl OTCYTCTBOBaTb s 1 r 

8 Uniformity of dosage units/ 0 Lrnopo11HOCTb L{o111posamrn 
Ibuprofen / 4.4 Acceptance value (AV) should be not more than 
116ynpocpeH 15.0. I TioKa3aTeJlh np11eMJ1eMOCT11 (AV) ,ll,OJl)l(eH 

6hITh He 6onee 15,0 

Pitofenone 5.6 Acceptance value (AV) should be not more than 
hydrochloride/ 15.0. I TioKaJaTenh np11eMneMOCTH (AV) ,ll,OJl)l(eH 
TinTo<pettoHa 6h1Tb He 6onee 15,0 
mnpoxnop11.n. 

Fenpiverinium bromide 1.3 Acceptance value (AV) should be not more than 
/ <l>ettmrnepmrnll 15.0. I TioKa3aTenb np11eMJ1eMOCTH (AV) ,ll,OJI)l(eH 
6pOMHA 6hITh He 6011ee 15,0 

9 Assay/ KoJitt'leCTBeHHoe onpeLJ.eJieHtte 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilpn 111elfaH11e: TipOllYKT COOTBeTCTByeT Tpe6oeaHl1llM H,U 3aKJIIO'leHue: 0)1,0liPEHO 

Prepared by / .,, Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
Tio.a.roTOBJICH0: 1 IlpoeepeHo: Pardeep Tipoaepe1-10 (AOK): Amit O.a.o6peHo: O6ecne'leH11e Ka'leCTBa/OrneTcTBeHttoe 
Pravesh Rana / Kumar K um ar mn.1_0 : a V ~ v :: 
Date / 'Date / ' Date / ' Date/ 2--'7 .--f '2..,_,- ~ ~ )J,a-ra: _6 .12.2025 :Aa-m: -6. 1 __ Q_5 : )J,aTa: 26 .12.2025 J:J:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJil13A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Vii i. Khol, Nalaga1·h Road, Baddi, 
[)i stt Sol ;in H P. 173 :'05 . \NOIA 
-.... ' ,-., ,..., ,...,. ' ..---- ,-• ,.... ,...,. ,~., ....... ~, 
! t:: 1 . -r-:::; J_ Jo _LO(} Juv:_, '. -u -:.. 

www.drreddys.com 

Product : Novigan, film-coated tablets 
IlPOtJ.YKT: 1-IosuraH(l\' Tn6.flCTlm, noKpblTble nJieHOLIHOH 060JIOLIKOH 

Market/ fl1,rnoK : Russia / Poccm1 

Batch No./ 
V2502428 

Batch Quantity / 12,00,000 tab / 
Cepusi X2 

: 
Pa3Mep cepttH 

: 
12,00,000 rn6 

Analytical Report No./ 
: 040003230911 

Date of Analysis / 
: 26.12.2025 

AHaJIHTu-.:.JecKHH OTLieT X2 lJ:aTa attaJIH3a 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 11 /2030 

,11.aTa npol-lJBOtJ.CTBa 
: 

roti.eH tl.0 
: 

Mfg. License No./ 
Il pOH3B0,llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : Jlll-X2(005665)-(Pr-RU) 
JIHU:eH3HSI N2 

Analysis Derformed according ND l'io. / A11l\.f111J 11 poBe1.1eH no H/l X2: JITI-X2(005665)-(Pr-RU)-100624 
Pa~e 5 of 8 / Crp. 5 H3 8 

Ibuprofen / 396.5 mg / 396,5 Mr From 384.0 to 416.0 mg ofCu H1sO2 (ibuprofen) 
116ynpocpett per tablet. / 

OT 384,0 JJ:0 416,0 Mr C13H1sO2 (tt6ynpocpett) a 
Ta6neTKe. 

Pitofenone 5.029 mg / 5,029 Mr From 4.5 to 5.5 mg of C22H2sNO4• HCI (pitofenone 
hydrochloride / hydrochloride) per tablet. I 
TTJ1rocpettotta OT 4,5 )],O 5,5 Mr C22H2sNO4• HCI (nHTo<peHoHa 
rtt,LlpOXJIOptt;:J: rtt;:J:pOXJIOpttJJ:) s Ta6JieTKe. 

Fenpiverinium 0.0980 mg/ 0,0980 Mr From 0.09 to 0.11 mg of C22H:,9BrN2O 
bromide / (fenpiverinium bromide) per tablet. 
<l>eHnttaepHHHll OT 0,09 )],O 0,11 Mr C22H29BrN2O (cpettmrnep11H11J1 
6pOMl1;:J: 6pOM11)],) B Ta6neTKe. 

Remarks : The Product confoms to ND/ Conclusion : APPROVED I 
Il puMeLiaHue: □pOJzylIT COOTS<n'CTByeT TjJC6osa1-11HIM H)], 3aKJIIOLieuue: OJJ:O£ PEHO 

Prepared by / 
Ilo;:J:roToaneHo: 

.{ l,ravesh Rana 

) 
1Date I 
/lpw ]15.111015 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized person / 
Ilpoaepetto: Pardeep TTpoacpcHo (AOK): Amit ~:::,peHOC 06oone1 HH? a/0rneTOIBeHHOe 
Kumar 

~ 
Kumar 

' f\/ ..---
Date/ Dale/ 'Date/ J ✓7.....-,2--,-µ~ ,Il.:aTa: :Z6.1:l.20:Z5 J].o'l'o.: 16.11.2015 ,/loTo: 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii . Khol, Nalagilrh Ro ad, Baddi, 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>l1KAT AHAJil13A 

Product : Novigan, film-coated tablets 
Dpo.a.y1rr::: HoBnran'\ Ta6JJenrn, u0Kpb1Tb1c nJ1c11oquoii 060J10'IKOH 

Market/ PbrnOK : Russia/ Poccm1 

Batch No-/ 
V2502428 

Batch Quantity/ 12,00,000 tab / 
: : 

Ccpm1 .N"2 Pa3Mep cepnn 12,00,000 Ta6 

Analytical Report No./ 
: 040003230911 

Date of Analysis / 
: 26.12.2025 

AHaJJnTnlllecKnii OT'leT .N"2 ,l(aTa auaJJH3a 
Date of Manufacture / 

12/2025 
Date of Expiry/ 

11 /2030 : : 
,l(a-ra npomeo,llc·rna roJI,eH Jl,0 
Mfg. LiceJise No./ 
IlpOH3B0,ilCTBCHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N"2(005665)-(Pr -RU) 
.llHQeu3nH N2 

Annlvsis performed accordinf ND ~o. / AHltm n np0Be,lle11 no HLI, .N"2: JITI-.N"2(005665)-(Pr-RU)-100624 

10 

11 

12 

13 

Page 6 of 8 / CTp. 6 H3 8 
Package/ YnaKoBKa 10 tablets in a aluminum foil laminated with 10 tablets in a polyvinyl chloride film/aluminum foil 

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 
Ta6JJeTOK B 6m1cTep H3 aJl!OMHHHeBOH. in a carton pack. / ITo 10 Ta6neTOK a 6JJHCTep H3 

<pOJJbrH, Jl3MHHHpOBaHHOH. llOJIHBHHHJIXJJOpHJI.HOM nneHKHl a.rr10MHHHeBoM 
opHeHTHpoaaHHblM nonHaMH)l.0M H cponbrH HJIH B 6JJHCTep H3 aJJIOMHHl.feBOH cponbrH, 

nOJJHBHHHJIXJJOpH,D,OMla.rrJOM HHHeBOH naMHHHpoaaHHOH opHeHTHpOBaHHbIM flOJ1H3MH)l.OM 

cponbrH. ITo 2 6n11cTepa c HHCTpyK1.mei1 no H nOJJHBHHHJIXJIOPHAOM/a.rr!OMHHHeBOH <tionbrH. ITo 

npHMeHeHHIO B na'IKY KapTOHHyJO. 1 HJIH 2 6JJHCTepa C HHCTPYKUHeH no np11MeHeHHIO 
B na'IKY KapTOHHy!O. 

Labeling/ Complies as prescribed I According to ND / 
MapKnpoBKa CooTBeTcTByeT Tpe6oBaHH.SIM B COOTBeTCTBHH C H,l( 

Storage conditions / At temperature below 25°C / ITp11 TeMnepaType ue Bb11.11e 25 °C . 

Xpattettne 

Shelf life / CpoK 5 years / 5 neT 
rOJI,HOCTH 

* - 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./ 
* - fip(IIIO,/Ufn'H npO111IIOJI.IITCJHl~1 npn ounyoml nopllOJl.ll'fllC!nfl JI.JIU 1mm.aoii 20 oii ccp1111 IIJlll UC MCIICC 1 plllll ll ro,Q. IIOKlll.!IHJll> 

MO:.KeT 6b1Tb He BKJIIO'ICH B cepTnlj>nKaT aH3J11133 lj>npMbl. 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TT pnMe'laHHe: ITpOJ.l.YKT COOTBeTCTByeT Tpe6osaHHllM H,l( 3aK.111oqe11ue: O,l(OliPEHO 

Prepared by / 

n o.urownne Ho:{ 
Pravesh Rana 

,· 

Date/ 
)laTn: 26.12.2025 

Checked by / Checked by (AQA) I Appro ed by: Quality Assurance/Authorized person I 
D.poaepe110: Pardeep □poaepeHO (AOK): Amit O,[t,06peH0: Ooecneqe[l;,e Ka"lec-r.?O ·aeTC111eH.HOe 
Kumar Kumar 

~~ 
m1uo: 

~ 
Date / D ate/ l!Date / ,----
,[J:3T3: 26 .12.2025 LJ:nrn: 26.12 .2025 

~ 1 r1 2,,-- r-l,fi 1-1 
,l(a'l"U: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys .com 

CIN: L85195AP1984PLC004507 
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Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIHJA 

Dr. Rr::dcly's Laboratories Ltd. 
Fon11ulation Unit-6 
\fi\L 1'.h!, Nalc1gz,1 h Road, B;iddi, 
!]°c t , ~:.:iun, H.P., 173 205, INDIA 

__ ;~ ~: ~6 SSOCJ1 0~ 
,,_,\;'i_ I\, c..~ c-\ 1: .::,om 

IlpOJlVKT: lioBuraH~, Ta6JieTKH, noKpblTble nJieHO'IHOH o60JIO'IKOH 

Market / Pbrnoic : Russia / Poccm1 

Batch No./ 
V2502428 

Batch Quantity I 12,00,000 tab / 
Cepm1 .N!! 

: 
PaJMep cepuu 

: 
12,00,000 Ta6 

Analytical Report No./ 
: 040003230911 

Date of Analysis / 
: 26.12.2025 

AHaJIUTU"leCKUH 0T'leT .N°~ .[(aTa auaJiuJa 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2030 

.[(aTa npoH3B0,/J,CTBa 
: 

ro,lleH ,/1,0 
: 

Mfg. License No. / 
IlpOU3B0t);CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N"~(005665)-(Pr-RU) 
JIHUeH3HA N~ 
Analysis performed accordin2 ND No./ Am1mn npose.r1.eu no 1-1)1 .N"~: JIIl-.N"~(005665)-(Pr-RU)-100624 

PaJ?.C 7 of8 / CTp. 7 u3 8 

API name/ uauMeuosauue A<l>C: 116ynpocpeu flHTO<peHOH 
<DemrnsepHHH51 6poMHL\ I 
Fenpiverinium bromide 

INN /MHH: Ibuprofen Pitofenone Fenpiverinium bromide 

API manufacturer batch number/ 
HoMep cepuu npouJB0,/J,HTeJIH PIBM250230 PF/225010 FA/225003,FA/225006 
A<DC: 

FP Manufacturer API Batch 
number/ 

FESA00504 FESA00459 FESA00478, FESA00479 
HoMep cepuu cy6CTauuuu 
np0H3B0,llllTeJIH rJI<l>: 

Solara Active Pharma 
R L Fine Chem Pvt. Ltd., India R L Fine Chem Pvt. Ltd., 

Sciences Limited, India/ 
API Manufactured by & country/ 

Conapa 3KTHB <DapMa 
I India/ 

IlpouJBO,/J,UTeJib A<l>C, cTpaua: P JI <Dafiu KeM fIBT. JITL\., p JI <DafiH KeM fIBT. JITL(., 
Cafieucm JIHMHTe.[(, 

11HL(H51 l1H,UH51 
11H,Ulf51 

N:iml', :irlrlrl'~~, :inthori7:1tion No 

for FP manufacturing site/ Control Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India 
site / Release site / (License No MNB/05/263) / 

C011clusion : APPROVED/ jRemarks : The Product confirms to ND/ 
Ilp1n1e•1anue: IlpOAYKT c,o0TBercrnycr Tpe6osau11,11M H)l 3aicmoqe1rne: O.[(OliPEHO 

Prepared by / 

flo.uroTOBJICHO: f 1 

Pravesh Rana ( . 

,I -

Date / 
)ln'l'll.: 26.12.2025 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
flpoBepeuo: Pardeep Ilpoaepeuo (AOK): Amit ::::peHo, 06ocneso~ e y orn~crnOHHoe 
Kumar 

~ 
Kumar ., 

~~ 
Date / Date I !Date / 0--'l ,, ~,-- /A1 'VJ 
)lnToi 26.12.2025 )lorn: 26. 12.2025 ,[{OTO : 

Regist2red Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034 .. Tel;:;nganci, India 
Tel: +9140 4900 2900, F;:;x: +9140 4900 2999, Email: mail@drreddys.com 
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•·· Dr.Reddy's ~;• 

Product ~ Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPT11<1>11KAT AHAJIH3A 

Dr. Recidy's Laboratories Ltd 

Forrnulaiion Unit-6 
'Iii:. lJ ·ol, ;,ia !Jg:irh Road , Badd i, 
;) '.; ,_ SJ ic, ,,, d.P, 173 205, INDIA 

-:---· ·,. ~, r:, ,:; 5f';r1n1 .n7 
,__,_ , _ ,, \J ( • ::: -· _, _ cor,1 

IlPO.LlVlff : Hos11rnn T3 6JlCTKH, IlOICPblTble nneHO'fHOH o6oJJO'fKOH 

Market/ Pi.rnoic : Russia / Pocc1-rn 

Batch No./ 
V2502428 

Batch Quantity/ 12,00,000 tab / 
Cepnsi .M~ 

: 
PaJMep cepuu 

: 
12,00,000 rn6 

Analytical Report No./ 
: 040003230911 

Date of Analysis / 
: 26.12.2025 

AnannTH'lfecic11it OT'feT N2 )J:aTa a11an11Ja 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2030 

)J:aTa npoHlBO,ll.CTBa 
: 

ro,IJ.eH ,ll.0 
: 

Mfg. License No./ 
fl pOHJBO,llCTBeH HaH : MNB/05/263 MA number: / HoMep PY : JITT-N2(005665)-(Pr-RU) 

JJHUeHJHff .N"2 
Analysis performed according ND No. / A1rnmn nposcneH no I-l1l N2: JII1-N2(005665)-(Pr-RU)-100624 

Pa e 8 of 8 / . 8 HJ 8 

HanMeHOBaHHe, a,ll.pec " H0Mep 
JIHUeHJHII UJIOLUa,IJ.KH, 
OCYLUCCTBJIHIOLUCH 
DpOHJBO~CTBOfKOHTpOJJb 
KalfeCTBa/BblnVCK r JI<I> 

ITpottJBOACTBeHHoe noApa3,[(eJieHHe-6, B1rnn. Kxonh, Hanarapx PoyA, EaMH, .[(HcTpHKT 
ConaH, X.TT., 173205, 11HAHll (Jlm.1,eHJHll .Ml MNB/05/263) 

Declaration of certification: «I hereby certify that the above infonnation 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 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». 

3aKJUO'lenue 0 COOTBeTCTBHU: HacTOllll.\llM ll TIO,!l,TBep)!(,!1,alO, 'ITO npnBe,!],eHHall Bb!We nmpopMar.uur llBJUleTC.51 

,!l,OCTOBepHOH 11 TO'lHOli. 3m cep11l1 np0,!1,YKI.\HH npOI13Be,!l,eHa (BKfllO'lall ynaKOBKY (MapKllpOBKy) H KOHTpOnb Ka'leCTBa) 
Ha BbIWeyKa3aHHOH np0113B0,!1,CTBeHHOH nnow,a,!],Ke (nnOI.l.\a,!l,Kax) B nonHOM COOTBeTCTBl111 C Tpe6oBaHHllMH IlpaBnn 

Ha,!l,ne)!(aW,eH npOH3B0,!l,CTBeHHOH npaKTHKH EBpa311HCKOro 3KOHOMH'leCKoro COI03a H Tpe6oBaHHllMH KOHTpon51 Ka'leCTBa 
neKapcTBeHHb!X cpe,!1,CTB, a TaIOKe B COOTBeTCTBHll co cnel_\H!pHKal_\HllMH, C0,!1,ep)l{all.\llMHCll B perncTpal_\HOHHOM ,!l,OCbe 

CTpaHbH1MilOpTepa. 3anncH no npOH3B0,!l,CTBY, ynaK0BKe J,j aHam13y npoBepeHhl, H yCTaHOBneHO HX CO0TBeTCTBHe 
Tpe6oBaHHllM IlpaBJrn Ha,!],ne)!(all.\eH npOH3B0)lCTBeHHOH npaKTHKH EBpa3HHCKOro 3K0H0MH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe•rnnue: Ilpo.ay1<T cooTae-rCTByeT Tpe6oeaHHllM H)J; 3aicJiioqe11ue: O)J:OEPEHO 

Prepared by / 

Pravesh Rana • 
flo~rOTOBneaot · 

Date/ 
iQaT:i: '.26.n.:rn:is 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
TTpoaepetto: Pardeep ITpoeepetto ( OK): Amit OAo6peHo: O6ecne4en11e Ka'!ecTBa/0-rneTcTBeHHoe 
Kumar 

~ 
Kumar ~ nnuo: 

(r y 
Date / 'Date / !Date / 'L ✓ r .---, ?_,,,; 2..-0 -vf" iQ:m1; J6. l :Z ,J.0:ZS :iJ),aTa: ::Z6.1:L::l0::ZS )],sn; 
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Tel: +9140 4900 2900, F.::x: +9140 4900 2999, Ema il: mail@drreddys. com 
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