
•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. i<hol, Nal?garh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

. Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH«l>HKAT AHAJHBA 

Product : Novigan, film-coated tablets 
flpOJJ.YK"T: Hosnratt®, Ta6nenrn, nOKPblTble nneHO'-IHOH o60JIO'-IKOH 

Market/ PbIHOK : Russia / Pocc1rn 

Batch No./ 
V2601243 

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

CepnH N2 Pa3Mep ccp1111 12,00,000 rn6 

Analytical Report No./ 
: 040003431238 

Date of Analysis / 
: 15.06.2026 

AttaJJHTH'-leCKHH OT'-leT ,N'g )laTa aH3JIH33 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2031 : : 

)].aTa IlP0H3B0ACTB3 ro.a.eH JJ.0 

Mfg. License No. / 
IJ pOH3BOACTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIJ-N2(005665)-(Pr-RU) 

J1H1.1,eHJHH N2 

Analysis performed according ND No./ A11amn np0Bc11c11 no H)l N2: JTTI-N2(00566S)-(Pr-RU)-100624 
Page 1 of 8 / CTp. 1 113 8 

N2 Test / IloKaJaTCJlb Result/ PeJynbTaThI Specification/ HopMa 

1 Description/ White round biconvex film-coated tablets White round biconvex film-coated tablets debossed 
On11catt11e debossed with NOVIGAN on one side. On with NOVIGAN on one side. On a cross section 

a cross section white core. / Kpyrnh1e white to off-white core. I Kpyrnb1e 
ABOHKOBblilYKJJble Ta6JJeTKl1, IlOKpblTbie ABOHKOBblilYKJJble Ta6JJeTKH, noKpblTble 
nneHO'-IHOH 060JJO'-IKOH 6enoro useTa, C nneHO'-IHOH o60JJOlJKOH 6enoro UBeTa, C 
THCHeHHeM NOVIGAN Ha OAHOH cTopotte. THCHett11eM NOVIGAN Ha 0AHOtt CTopotte. Ha 
Ha nonepe4HOM pa3pe3e H,llpO 6enoro nonepe4HOM pa3pe3e H,upo OT 6enoro ,uo llOlJTH 
UBeTa. 6enoro useTa. 

2 Identification/ I1oMHHHOCTh 

2a Ibuprofen/ The retention time of the main peak on the The retention ti me of the main peak on the 
I16ynpoqieH 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./ BpeMH y.uep)({HBaHHH ocHOBHoro (section Assay). I BpeMH y,uep)({HBaHHH OCHOBHoro 
IlHKa Ha xpoMaTorpaMMe HCilbITYeMoro n11Ka Ha xpoMaTorpaMMe ncnbnyeMoro pacTBopa 
pacTBopa COOTBeTCTByeT speMeHH ,ll0Jl)({H0 COOTBeTCTBOBaTb speMeHH y,uep)({HBaHHH 
y ,uep)({11BaHHH OCHOBHOro Il11Ka Ha OCHOBHOro IlHKa Ha xpoMaTorpaMMe pacTBopa 
xpoMaTorpaMMe pacrnopa CTaH,UapTHOfO CTaH.UapTHOfO 06pa3u,a 116ynpoqieHa (pa3.uen 
06pa3ua 116ynpoqieHa. «Ko11114ecrneHHoe onpe,uenem1e»). 

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 
fenpiverinium the retention times of pitofenone the retention times ofpitofenone hydrochloride and 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'-!att11e: ITpo,uyKT cooTBeTcTByeT Tpe6osamrnM H)], laKJ110'-ICHHe: O,LI.O6PEHO 
::::::=====:::::::::::::::::::::::;:;:::=========:::::::;-;:===========: 
Prepared by/ 
noJJ,roTOsneHo: Sarita 

Sharma ~ 

Date/ 
,l].aTa : 15.06.2026 

Checked by/ 
ITposepeHo: Pardeep 

Kumar ~ 

Date I 
,llarn: 15.06.2026 

Checked by (AQA) / 
nponepeHo (AOK): Ajay 
Kumar Srivastava 

!Date I 
)],am: 15.06.2026 

Approved by: Quality Assurance/Authorized person/ 
O.no6peHo: O6ecnetJeH11e KalJJ'lTna/OrneTcTneH1-1oe 

Jll,IUO: i:. tA 1)0,_ \.J...ALj 

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

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTJil<l>JilKAT AHAJIJil3A 

Product : Novigan, film-coated tablets 
IIPO/lYKT: Hosnrau®, Ta6Jiencn, n0Kp1,n1,1e nJieHOLJHoii o6oJioLJKOii 

, 

Market/ P1,1uoK : Russia/ Poccm1 

Batch No./ 
V2601243 

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

Cepm1 N2 PaJl\1cp cep1111 12,00,000 rn6 

Analytical Report No./ 
: 040003431238 

Date of Analysis / 
: 15.06.2026 

AuaJIHTHLJecKnii oTLJeT N2 ,ll,aTa auaJittJa 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2031 : : 

,ll,aTa npoHJBO,llCTBa ro,lleH ,llO 

Mfg. License No./ 
IlpoHJBO/lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-N2(005665)-(Pr-RU) 
JIHLl,CH3HH N2 
A nalysis performed accordin2 ND l\'.o. / A 11 a.n11 i 111>0aC/le 11 11 0 Hl{ Ng: JIII-N2(005665)-(Pr-RU)-100624 

bromide I hydrochloride and fenpiverinium bromide 

IT11To<peHOHa peaks on the chromatogram of standard 

rM/lpOXJIOp11A 11 solution. I BpeMeHa yAep)l(11BaHl1ll 

cpeHITl1Bepi1Hl1ll OCHOBHblX nl1KOB H3 xpoMaTorpaMMe 

6pOMl1)l 11cn1,1TyeMoro pacrnopa C0OTBeTCTBYIOT 
speMeHaM y)lep)l(11BaHl1ll OCH0BHblX ITl1K0B 

nl1TO<peHOH3 rn11poxnop11)la 11 
cpeHn11sep11HHll 6poM11)la Ha 

xpoMaTorpaMMe CTaH)lapTH0ro pacrnopa. 

3 Average weight / 569.4 mg I 569,4 Mr 

Cpe,llHstff Macca 
Ta6JieTKH 

4 Disintegration/ 03 min 50 sec I 03 Ml1H 50 ceK 

Pacna,!laeMoCTb 

5 Dissolution/ PacrnopeH11e 

a) Ibuprofen / Unit-1 / Ta6n.-1 102 % 

I16ynpocpeH 
Unit-2 / Ta6n.-2 102 % 

Unit-3 / Ta6n.-3 101 % 

Unit-4 / Ta6n.-4 101 % 

Unit-5 I Ta6n.-5 101 % 

Remarks : The Product confirms to ND/ 

IlpttMeLJau11e: ITpoJlyKT coorneTcrnyeT Tpe6osaHHllM H)l 

Prepared by/ 
IToJJ.roTosneHo: arita 
Sharma 

Date I 
)laTa: 15.06.2026 

Checked by / 
ITpoaepeHo: Pardcep 
Kumar 

~ 
Date/ 
)laTa: 15.06.2026 

Checked by (AQA) / 
ITpoaepeMO (AOK): Ajay 
Kumar riva tava 

'Date I 
,D:arn: 15.06.2026 

Paac 2 of 8 I Crp. 2 HJ 8 
fenpiverinium bromide peaks on the chromatogram 

of standard solution (section Assay) . / BpeMeHa 
yAep)l(11BaHl1ll OCH0BHblX nl1KOB Ha 
xpoMaTorpaMMe 11Cilb!TyeMoro paCTBOpa )],0Jl)l(Hbl 
COOTBeTCTBOBaTb speMeHaM y )lep)l(11BaHl1ll 

0CHOBHblX ITl1KOB ITl1TO<peHoHa rn11poxnop11,1],a 11 

cpeHITl1BepttHl1ll 6pOMl1)],a Ha xpoMaTorpaM Me 
CTaH)lapTHOro pacrnopa (pa3nen 
«Kon11LJecrneHHOe orrpe,lleneH11e» ). 

570.0 mg± 3 % (552.9 mg to 587.1 mg)/ 

570,0 Mr± 3 % (oT 552,9 Mr no 587,1 Mr) 

Not more than 30 min I He 6onee 30 MHH 

Not less than 70 % (Q) of labeled amount of 
ibuprofen (C13H1sO2) is dissolved in 30 minutes./ 

He MeHee 70 % (Q) OT HOMHHaJlbHOro CO)lep)l(3Hl1ll 

116yrrpocpeHa (C13H1sO2) /lOJI)KHO pacrnop11TbCll Ja 

30 Ml1H. 

Conclusion : APPROVED / 
3aKJitoLJCHne: O,ll,OliPEHO 

Approved by: Quality Assurance/Authorized person/ 
Ono6peHo: O6ecneLJeHHe Ka<Iecrna/OrneTCTBeHHOe 
JlHU,O: 

·I Date/ 
)la-ra: 

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 
www.drreddys .com 



•·· Dr.Raddy's~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTH:<l>H:KAT AHAJUl3A 

nooJJ.yKT: Hos11ran®, Ta6JieTKH, nOKPblTble nJieHO'fHOH o6oJIO'fKOH 

Market/ PbIHOK : Russia/ Pocc11J1 

Batch No./ 
V2601243 

Batch Quantity / 
Cepm1 N2 

: 
Pa3Mep cepnu 

Analytical Report No./ 
: 040003431238 

Date of Analysis / 
AHaJIHTH'feCKHH OT'feT N2 ,ll,aTa anaJIH3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 

,ll,aTa IIPOH3BOJl.CTBa 
: 

fo.l(eH Jl.O 

Mfg. License No. / 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys .com 

12,00,000 tab / 
: 

12,00,000 Ta6 

: 15.06.2026 

: 04/2031 

IlpOH380JlCTBeHHaH : MNB/05/263 MA number: / HoMep PY : Jlfl-N2(005665)-(Pf-RU) 

JIHU:eH3HH N2 
Analysis performed according ND No./ A11a.r11n nposeneu no H)l N2: JIIl-N2(005665)-(Pf-RU)-100624 

Page 3 of8 / Crp. 3 HJ 8 
Unit-6 / Ta6JI.-6 103 % 

b) Pitofenone Unit-1 /Ta6JI.-1 100 % Not less than 75 % (Q) of the labeled amount of 
hydrochloride/ 

Unit-2 / Ta6JI.-2 100 % 
pitofenone hydrochloride (C22H2sN04• HCl) 

TI11rncpe11011a dissolved in 30 minutes. / He Mettee 75 % (Q) OT 
rn,upoxJiop11Jl. Unit-3 / Ta6JI.-3 103 % HOMHHaJibHOro co,uep)l(att11J1 ITHTOcpeHOHa 

rHJlpOXJIOpH,Ua (C22H2sNO4• HCl) .uomKHO 
Unit-4 / Ta6n.-4 101 % pacrnop11ThCll 3a 30 Ml1H. 

Unit-5 / Ta6JI.-5 101 % 

Unit-6 / Ta6JI.-6 105 % 

6 Related substances I Po.ucrneHHbie np11Mec11 

Any single impurity/ Below BDL (BDL= O.Q3 %) I H11)1(e Not more than 0.3 % / 
J1I06aH e)],l1Hl11-1HaH nopora perncTpau1111 (TIP =0,03 %) He 6oJiee 0,3 % 
np11MeCb 

Total impurities / Below BDL / Hm1<e nopora perncTpau:i,111 Not more than 0.7 % / 
CyMMa np11Mecett He 6onee 0,7 % 

7 Microbial purity*/ M111<po611onor11qec1<aJ1 tJHcTom* 
a) Total aerobic NA Not more than 103 CFU/g / 
microbial count/ He 6oJiee 103 KOE/r 
O6w.ee lJHCJIO 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'taHne: TipoJJ.yKT coorneTcrnyeT Tpe6oBaHHHM H,U 3aKJ1IO'feH11e: O,UOBPEHO 

Prepared by I Checked by/ Checked by (A.QA) / Approved by: Quality Assurance/Authorized person / 
ITo.uroT0Bne110: Sarita Tiposepe110: Pardeep TTpoaepe110 {AOK): Ajay O.a.06pe110: O6ecneqem,1e KatJeCTBa/OrneTCTBeHHoe 
Sharma Kumar 

~ 
Kumar Srivastava JJlolUO: 

,('VI 1t14t v >-
1Date / Date / Date / Date / \\ l~0)h~it .[lam: 15.06.2026 )lam: 15.06.2026 J].aTa: 15 .06 .2026 ,[],am: 

~ 

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 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIHJA 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 
Tel: +91 98166 56001-02 
www.drreddys.com 

Ilpo)lyKT: HoBHratt®, Ta6JJeTKH noKpbITbie nJJeHO'IHOii o6oJJO'IKOii 

Market/ PbrnOK : Russia / Pocc1111 

Batch No./ 
V2601243 

Batch Quantity/ 12,00,000 tab / 
: 

PaJMep cep1111 
: 

12,00,000 rn6 CepHH N2 
Analytical Report No. / 

: 040003431238 
Date of Analysis / 

: 15.06.2026 
AttaJJHTH'leCKHii OT'leT N2 )],aTa attaJJHJa 
Date of Manufacture/ 

05/2026 
Date of Expiry/ 

04/2031 : : 
)],aTa npoHJB0/lCTBa ro)leH /l0 
Mfg. License No./ 
IlpOH3B0/lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-N2(005665)-(Pr-RU) 
JJHQeHJHH .N'! 

Analysis performed according ND No./ A 11a.,11n 11pooeJ1c11 no IIIl N2: JITT-N2(005665)-(Pr-RU)-100624 
Page 4 of 8 / CTp. 4 HJ 8 

a3po6HblX 
M11KpoopraHl13MOB 

b) Total combined NA Not more than 102 CFU/g / 
yeasts and mould He 6onee 101 KOE/r 
count/ O6mee 'IHcno 
/J.PO)K)KeB hIX 11 
nnecHeBbIX rp116oa 

c) E.coli NA Shall be absent in lg/ 
,[lOJJ)KHbl OTC)'TCTBOBaTb a 1 r 

8 Uniformity of dosage units/ OJn1opoAHOCTb /J.03HpoBaHHll 

Ibuprofen / 2.5 Acceptance value (AV) should be not more than 
116ynpo<peH 15.0. I IloKa3aTenb np11eMneMocrn (AV) /J.OJJ)KeH 

661Tb He 6onee 15,0 

Pitofenone 8.4 Acceptance value (AV) should be not more than 
hydrochloride/ 15.0. I lloKa3aTeJJb np11eMneMocrn (AV) /J.OJJ)KeH 
IlHTO<peHoHa 6bnb He 6onee 15,0 
rl1/J.POXJJOPl1/J. 

Fenpiverinium bromide 10.7 Acceptance value (AV) should be not more than 
/ <l>eHnHBep11Hl1ll 15 .0. / lloKa3aTeJJb np11eMneMocrn (AV) /J.OJJ)KeH 
6pOMH/J. 661Tb He 6011ee 15,0 

9 A ssay I Kom1•1ecTBem1oe onpe,nenett11e 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHtte: Ilpo,nyKT cooTBeTcTByeT Tpe6osaHHilM H,[( 3aKJJIO'leHne: OD.06PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Ilo)].rornaneHo: Sarita Oposepetto: Pardeep npoaepetto (AOK): Ajay O1J.06pe110: O6ecnetJe1111e KatJecTaa!OTBeTcTBeHHoe 

Sharma y Kumar Kumar Srivastava Jll,!UO: .9/J VIJN/ ~t ~ _j_ n - . ... 
Date/ 

I 
Date/ !Date / I Date / (J;l~,,-ob~ '1k )].aTa; 15.06.2026 ,D.aTa: 15.06.2026 :.D.aTa: 15.06.2026 )].aTa: 

I ' 

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

Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTH«l>lfKAT AHAJilf3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

TI oa KT: HosnraH®, Ta6J1eTKH, noK MTMe nJ1eHOlfHOH 060J10lfKOH 

Market/ PblHOK : Russia I Pocc1-u1 

Batch No./ 
V2601243 

Batch Quantity/ 12,00,000 tab/ 
Ce HH .N"! Pa1Mep cepnu 12,00,000 Ta6 
Analytical Report No. / Date of Analysis / 

AHaJlHTHlfeCKHH OTlfeT .N"2 
040003431238 

.lJ:aTa aHaJJHJa 
15.06.2026 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2031 

.Ll:aTa n OH3B0JlCTBa roJJ,eH JJ,O 

Mfg. License No. / 
IlpOH3BOJJ,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-.N"2(005665)-(Pr-RU) 

J1Hll,eH3HH .N°2 

Pa2e 5 of 8 / CTp. 5 n1 8 
Ibuprofen/ 405.4 mg I 405,4 Mr From 384.0 to 416.0 mg ofC13H1sO2 (ibuprofen) 
l16ynpocpett per tablet. I 

OT 384,0 .no 416,0 Mr C13H1sO2 (116ynpocpett) s 
rn6neTKe. 

Pitofenone 5.090 mg I 5,090 Mr From 4.5 to 5.5 mg of C22H25NO4• HCl (pitofenone 
hydrochloride/ hydrochloride) per tablet. I 
IT11TocpeHOHa OT 4,5 .no 5,5 Mr C22H2sNO4•HCI (nmocpeHoHa 
rnapoxnop11.n rn.npoxnop11JJ:) s rn6neTKe. 

Fenpiverinium 0.1016 mg/ 0,1016 Mr From 0.09 to 0.11 mg of C22H29BrN2O 
bromide/ (fenpiverinium bromide) per tablet. 
<l>ettn11sep11H11.sJ OT 0,09 .no 0,11 Mr C22H29BrN2O (cpemrnsep11tt11.sJ 
6pOM11.U 6pOM11.U) B Ta6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ1t0tteHne: O.lJ:OEPEHO ITpnMelfaHne: ITpo.QyKT COOTBeTCTByeT Tpe6oBaHHl!M HLJ: 

Prepared by / 
Ilo.nroTOBJietto: Sarita 
Sharma 

Date/ 
l(arn: I 5.06.2026 

Checked by/ 
ITposepetto: Pardeep 
Kumar 

Date/ 
LJ:arn: 15.06.2026 

Checked by (AQA) / 
ITposepeHo (AOK): Ajay 
Kumar Srivastava 

IDate / 
LJ:arn: 15.06.2026 

Approved by: Quality Assurance/Authorized person/ 
O.no6petto: O6ecnettett11e Ka'leCTBa/OTseTCTBettttoe 
JIHU.O: 

I Date/ 
J].aTa: 

Sf/ / VfHJ I 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 

CEPHl«l>MKAT AHAJIIBA 

Product : Novigan, film-coated tablets 
npo)lYK.T: Hoanrau , Ta6JJeTKH, DOKPblTbte UJJeHO'IHOH o6oJJO'IKOH 

Market/ PbIHOK : Russia/ Pocc11J1 

Batch No./ 
V2601243 

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

Cepm1 .N2 PaJMep cepuu 12,00,000 Ta6 

Analytical Report No. / 
: 040003431238 

Date of Analysis / 
: 15 .06.2026 

AttaJJHTH'leCKHH OT'leT .N2 )l1na anaJJHJa 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2031 : : 

)laTa DPOH3B0)lCTBa ro)leH )lO 

Mfg. License No. / 

IIpoH3BOACTBeHH3H : MNB/05/263 MA number: / HoMep PY : JITI-.N2(005665)-(Pr-RU) 

JIHQeH3HH .N'2 

Analysis performed accordinl!. ND No. / A m1.r11u n1>0Bc/lc11 no I l)l .N"2: JIIl-.N"2(005665)-(Pr-RU)-100624 

10 

11 

12 

13 

Pa2c 6 of8 / CTp. 6 HJ 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. / Tio 10 blister. 1 or 2 blisters and patient information leaflet 
Ta611eTOK B 61111cTep 113 amoMl1Hl1eBOH in a carton pack. I no 10 rn611eTOK B 61111cTep 113 
cpom,r11, JiaM 111111poBaHHOH nOJil1B11Hl111X110p11AHOH n11e11K11/amOMl1HHeBOH 
op11eHT11poBaHHblM no1111aMl1AOM 11 Ql011bfl1 111111 B 6Jil1CTep 113 aJIIOMl1H11eBOH QlOJibfl1, 
nOJJl1BHHH11X110p11)lOM/amoMHHl1eBOH 11aMHH11posaHHOH opHeHT11pOBaHHbIM nommMH)lOM 
qio11brn. Tio 2 61111cTepa c 11HcTpyK1..111etl no 11 nOJIHBHHHJIX110p11AOM/amOMHHl1eBOH Ql011brH. flo 
npHMeHeHHIO B nalfKY KapTOHHYIO, 1 111111 2 6JJHCTepa C HHCTPYKL.111eH no llpHMeHeHHIO 

B nalfKY KapTOHHylO. 

Labeling/ Complies as prescribed I According to ND / 
MapKHpOBKa CoOTBeTCTByeT Tpe6osaHHllM B cooTBeTCTBl111 C H.D. 

Storage conditions / At temperature below 25°C / Tip11 TeMrrepaType He Bhill!e 25 °C. 
Xpanenne 

Shelf life / CpoK 5 years I 5 11eT 

f0,!J;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./ 
* - JlpOBO)lllTCH npomBO)lHTeJieM npH BbmycKe nepuO)llt'leCKII: )l.TJH Ka,K,ll.OU 20-oii cep1111 11,TJH He MeHee 1 pa3a B fO)l. IloKa3aTe.TJb 
MOlKeT 6b1Tb He BKJIIO'ICH B cepTmjmKaT 3H3Jlll3a ljinpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpnMet.Janue: llpo)lyKT coorneTcTByeT Tpe6osaH11llM H)l 3aKJJIO'leHne: O)1.OliPEHO 

1:===========::::::::::::;;::::========::::::::::==::;;::::==========: 
Prepared by/ Checked by/ 
n o;n,ro-ros11eHo: Sarita llpoBepeHo: Pardeep 
Sharma fl __.. Kumar 

~ ~ 
Date / Date / 
)lam: 15.06 .2026 .Darn: 15.06.2026 
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npooepe1-10 (AOK): Ajay 
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!Date/ 
.[J:arn: 15.06.2026 
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O.no6peHo: O6ecrrelfem1e Kalfecrna/OrneTcTBeHHoe 
11111..10: 
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•·· Dr.Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTiil<l>MKAT AHAJII13A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tei : +91 98166 56001-02 
www.drreddys.com 

IIPOLlVKr: HoBnran®, Ta6JieTKH, nOKPblTble nJieHO'IHOH o60JIO'IKOH 

Market/ PbIHOK : Russia / Poccm1 

Batch No. I 
V2601243 

Batch Quantity / 12,00,000 tab / 
: Pa1Mep cepnn 

: 
12,00,000 Ta6 Cepm1 .N2 

Analytical Report No./ 
: 040003431238 

Date of Analysis / 
: 15.06.2026 

AnaJIHTH'leCKHH OT'teT .N2 )l;aTa anann1a 
Date of Manufacture/ 

05/2026 
Date of Expiry / 

04/2031 : : 
,ll.aTa flPOHJBO,!lCTBa ro,!leH ,!lO 
Mfg. License No./ 
IlpoHJBO,!lCTBeHH3H : MNB/05/263 MA number: / HoMep PY : JIII-.N2(005665)-(Pr-RU) 
JIHUeHJHH .N2 
IAnalvsis performed accordi1111. ND No./ Amv111 J 111>oaeitc11 no H,ll. .N2: JIII-.N2(005665)-(Pr-RU)-100624 

Pae.e 7 of 8 / Crp. 7 n1 8 

API name/ nanMeHoBanne A<l>C: l16ynpocpeH TTHTocjJeHOH 
<l>eHmrnepHHHll 6poM H}l / 
Fenpiverinium bromide 

INN/ MHH: Ibuprofen Pitofenone Fenpiverinium bromide 

API manufacturer batch number/ 1201/26/A-0113B, 
HoMep cepnn npOHJBO,!lHTeJIH 1101/26/ A-0078B 

FA/225006 PF/226003 
A<l>C: 

FP Manufacturer API Batch 
number/ 

FETA00l 11, FETA00l 10 FETA00135 FETA00136 
HoMep cepnn cy6cTanunn 
npOHJBO,!J.HTeJIH r JI <l>: 

IOL Chemicals and 
R L Fine Chem Pvt. Ltd., India R L Fine Chem Pvt. Ltd., 

Pharmaceuticals Ltd., India 
API Manufactured by & country / I I1OJI KeMHKaJic 3HJl 

I India/ 
IlpoHJBOJlHTeJib A<l>C, CTpana: 

<l>apMaCb!OTHKaJic JIT}l., 
P JI <l>atiH KeM TTBT. JITJl., P JI <l>atiH KeM TTBT. JITJl., 

J1H}lHll 
11H}lHll 11H)lHll 

Name, address, authorization 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) / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMelfanue: TTponyKT coorneTcrnyeT Tpe6osamrnM HU 3aKJIIO'lenue: OUOliPEHO 

t:============;-;:::::=========~;:==========: 
Prepared by / 
TTonroTOBJietto: Sarita 
Sharma ~ 

Date/ 
narn: 15.06.2026 

Checked by/ 
npoaepe1-to: Pardeep 

Kumar d----?-
Date I 
)],am: 15.06.2026 

Checked by (AQA) I 
ITpoaepe1-10 (AOK): Ajay 
Kumar rivastava 

!Date/ 
)].am: 15 .06.2026 

Approved by: Quality Assurance/Authorized person/ 
Ono6peHo: O6ecrre'-!eHHe Ka4ecrna/OrneTcTBeHHOe 
JIHUO: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

www.drreddys.com 

fl DO.llYk, : (-Jos11ra11 T8611enrn, noKphITbJe nJieHO'IHOH o60JIO'IKOH 

Market/ PMHOK : Russia/ Poccm1 

Batch No./ 
V2601243 

Batch Quantity/ 12,00,000 tab/ 
CepuH N2 

: 
Pa3Mep cepuu 

: 
12,00,000 Ta6 

Analytical Report No./ 
: 040003431238 

Date of Analysis / 
: 15.06.2026 

AnaJIHTH'lecicui1 0T'leT N2 )l:aTa anaJIH3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2031 

l].aTa npOH3B0.llCTBa 
: 

ro,lleH .ll0 
: 

Mfg. License No./ 
IlpOH3B0,llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-N2(005665)-(Pr-RU) 
JIHUeH3HH N2 
Analysis performed according ND No./ A11amn npoBe.lleH no H,U N2: JIII-N2(005665)-(Pr-RU)-100624 

Page 8 of8 / CTp. 8 U3 8 
HauMeuosauue, a,llpec u uoMep 
JIHUeH3UH nJI0W:a,llKU, 
ocyrn:ecTBJIHiorn:eu 
npOU3B0,llCTBO/KOHTpOJib 
Ka'leCTBa/BhlnyCK r Jl<I) 

Ilpo113BO.llCTBeHHOe no;1,pa3.aenem1e-6, Bttnn. Kxonb, Hanarapx Pay.a, EaMH, )],HcTpHKT 
ConaH, x.rr., 173205, l1H,JJ.11ll (J1HI.,\eH3Hll N~ 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 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 O COOTBeTCTBHH: HacTo51ml1M 51 IlO,[(TBep)K,[(aIO, 'ITO np11se,z:i:eHHa51 Bblille 11H!pOpMaJ..(11ll llBJrneTCll 
,[(OCTOBepHOH 11 TO'IHOH. 3m cep11ll npo,z:i:yKI..(1111 npOH3Be,z:i:eHa (BKnIO'lall ynaKOBKY (MapKHpOBKY) 11 KOHTponb Ka'lecrna) 
Ha BbIWeyKa3aHHOH npOH3B0,[(CTBeHHOH nnoma,z:i:Ke (nnoma,z:i:Kax) B nonHOM COOTBeTCTBHH C Tpe6oBaHl1llMH TipaB11n 

Ha,z:i:ne)Kame11 npOH3B0,[(CTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMH'leCKOro COI03a 11 Tpe6oBaHH51MH KOHTponll Ka'lecrna 
neKapcTBeHHbIX cpe,z:i:crn, a TaK)Ke B COOTBeTCTBHH co cnel.(11!pHKal.(HllMl1, co,z:i:ep)Kall.(HMl1Cll B perncTpal.(HOHHOM ,[(OCbe 

CTpaHbl-HMilOpTepa. 3anHCH no npOH3BO,[(CTBY, ynaKOBKe H aHanH3Y nposepeHbl, 11 ycTaHOBneHO 11X COOTBeTCTBHe 
Tpe6oBaHHllM TipaBHn Ha,z:i:ne)Kamett npOH3B0,[(CTBeHHOH npaKTl1KH EBpa311HCKOro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMe'laune: Ilpon,ywr coorneTc·reyeT Tpe6osa1111.11M H)], 3aKJIIO'leHue: O)1_O6PEHO 
::=:::::========::::::::::====::::::::::=::::::::::==============: 
Prepared by / 
IloArOTOBJletto: Sarita 

Sharma ~ 

Date I 
)],am: 15.06.2026 

Checked by/ 
IlpoBepetto: Pardeep 

Kumar d-r 
Date/ 
)],am: 15.06.2026 

Checked by (AQA) / 
OpoBepetto (AOK): Ajay 
Kumar Srivastava 

-fn~ 
IDate I 
)],am: 15.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O.ao6pe1-10: O6ecrre4eHHe Kalfecrna/OrneTCTBettttoe 
mru:o: 

I Date / 
)larn: 

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 
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