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

Tel: +9198166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTI1<J>l1KAT AHAJUBA 

Product : Novigan, film-coated tablets 
TIP0.11.VKT: HOBHraH®, Ta6JieTKH, nOKPblTble nJieHO'fHOH o60JIO'fKOH 

Market/ PMHOK : Russia I Poccm1 

Batch No./ 
V2601244 

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

CepuH J(2 Pa1Mep cepHH 12,00,000 Ta6 

Analytical Report No./ 
: 040003431603 

Date of Analysis / 
: 15.06.2026 

AHaJIHTH'feCKHfi OT'feT X2 J(aTa aHaJIHJa 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2031 : : 

J(aTa npOH3B0.LICTBa ro.o:eu .LIO 

Mfg. License No./ 
IlpOH3B0.LICTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-X2(005665)-(Pr-RU) 

JlHl_leHJHH }(2 

Analysis performed accordinl? ND No./ A11amn npose11e11 no HD. X2: JITI-X2(005665)-(Pf-RU)-100624 
Page 1 of8 / CTp.1 HJ 8 

X2 Test/ TI0Ka1aTeJib Result I Pe1y11bTaTbI Specification/ HopMa 

1 Description / White round biconvex film-coated tablets White round biconvex film-coated tablets debossed 

OnHCaHHe 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 Kpyrnb1e 
ABOi!KOBbinYKJJble Ta611eTKH, noKpblTble .LIBOi!KOBbIITYKJJbie Ta611eTKH, noKpblTbie 
nneHOt.JHOH 06011ot.JKOH 6e11oro 1.1seTa, c nneHOlJHOH o6oJJOlJKOH 6e11oro l.lBeTa, C 
Tttc11em1eM NOVIGAN Ha OJI.HOH cTopoHe. mcHemteM NOVIGAN Ha OAHOH cTopoHe. Ha 
Ha nonepet.JHOM pa3pe3e ii/lpO 6e11oro norrepet.JH0M pa1pe3e HAP0 OT 6e11oro .11.0 ITOlJTH 

l.lBeTa. 6e11oro 1.1sern. 

2 Identification/ ITo.llJIHHHOCTb 

2a Ibuprofen / The retention time of the main peak on the The retention time of the mam peak on the 

116ynpocpett 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 mam peak on the 
chromatogram of ibuprofen standard chromatogram of ibuprofen standard solution 
solution. I BpeMH y.o:ep)l(ttBaHilll oc11os11oro (section Assay)./ BpeMl! y.o:ep)KHBaHHil OCH0BHOfO 
ITHKa Ha xpoMaTorpaMMe HCllbITyeMoro rr11Ka Ha xpoMaTorpaMMe 11crrbnyeMoro pacrnopa 

pacrnopa COOTBeTCTsyeT speMeHH A0Jl)KH0 COOTBeTCTBOBaTb speMeHH y.nep)KHBaHHll 
yAep)l{HBaHHll 0CH0BHOfO ITHKa Ha 0CHOBH0fO nHKa Ha xpoMaTorpaMMe pacrnopa 
xpoMaTorpaMMe pacrnopa CTaHAapTH0fO CTaHAapTHOro 06pa11.1a 116yrrpocpe11a (pa1Ae11 
06pa31.1a u6yrrpocpe11a. «KOJJHlJeCTBeHHOe onpe,neJJeHHe»). 

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 / 
IlpttMe'fauue: ITpOAYKT cooTBeTcrnyeT Tpe6osaHHi!M H.D, 3aicmo'!eHtte: OJ(OEPEHO 

1:==============,;==============.;::::=============: 
Prepared by I 
IToAroTosneHo: Sarita 

Sharma ~ 

Date / 
)lam: 15.06.2026 

Checked by/ 
nposepeHo: Pardeep 

Kumar ~ 

Date/ 
.D,arn: 15.06.2026 

Checked by (AQA) / 
TTpouepetto {AOK) : Aj ay 
Kumar Sriva tava ~, 
D ate/ 

,llaTa: 15.06.2026 

Approved by: Quality Assurance/Authorized person / 
OA06pe110: O6ecnet.Je1111e Kat.Jecrna/OrneTCTBeHHoe 

11111.10: 

Date/ 
.D,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 



•·· Dr. Raddy'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 
CEPTM<l>IIKAT AHAJIII3A 

Product : Novigan, film-coated tablets 
Ilpo11vKT: HoBurau®, Ta6Jiencu, n0Kph1Tb1e nJieHO'fHOH o6oJIO'fKOH 

Market/ PhlHOK : Russia/ Poccm1 

Batch No./ V2601244 
Batch Quantity/ 12,00,000 tab / 

: : 
CepuH .N'2 PaJMep cepuu 12,00,000 rn6 

Analytical Report No./ 
: 040003431603 

Date of Analysis / 
: 15.06.2026 

AuaJIHTH'feCKHH 0T'feT .N'2 ,llaTa auanu3a 
Date of Manufacture / 

05/2026 
Date of Expiry/ 

04/2031 : : 
L{aTa np0H3B01ICTBa ro11eu 110 
Mfg. License No. / 
IlpOH3B01ICTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-.N'2(005665)-(Pr-RU) 
JIHUeH3HH .N'2 
Analysis performed according ND No./ Ami.run no0Be11eu no H)], .N'2: JIIl-.N'2(005665)-(Pr-RU)-100624 

Pa!!.e 2 of 8 I CTfl. 2 HJ 8 
bromide/ hydrochloride and fenpiverinium bromide fenpiverinium bromide peaks on the chromatogram 

Il11Tocpeuoua peaks on the chromatogram of standard of standard solution (section Assay). / BpeMeua 

ru,upoxnopHll H solution. I BpeMeHa y.uep)lrnsaumI y11ep)l(HBaHml OCHOBHbIX UHKOB Ha 

cpeHUHBepHH m, OCHOBHblX UHKOB Ha xpoMaTorpaMMe xpoMaTorpaMMe HCilbITyeMoro pacTBopa llOJI)l(Hbl 

6pOMl1,!l. 11cnhnyeMoro pacTBopa CO0TBeTCTBYJOT C00TBeTCTB0BaTb BpeMeHaM y11ep)l(11BaumI 

BpeMeHaM y,uep)l(HBaHllil 0CHOBHbIX Ill1KOB 0CH0BHbIX Ill1K0B Ill1TO<peHOHa rH11poxnopH11a H 
IlHTOcpeHOHa ru11poxnop1111a 11 cpeHUHBepHHHSI 6pOMH1Ia Ha xpoMaTorpaMMe 

cpeumrnep11u11si 6pOMl11la Ha crnu11apTHoro pacTBopa (pa311en 
xpoMaTorpaMMe CTaH,uapTH0ro paCTB0pa. «KonwiecTseuuoe onpe11eneu11e»). 

3 Average weight / 568.6 mg I 568,6 Mr 570.0 mg± 3 % (552.9 mg to 587 .1 mg)/ 

Cpe11HHH Macca 570,0 Mr± 3 % (oT 552,9 Mr 110 587,1 Mr) 

Ta6JieTKH 

4 Disintegration/ 02 min 51 sec/ 02 MHH 51 ceK Not more than 30 min/ He 6onee 30 MHH 

Pacna11aeMOCTh 

5 Dissolution/ PacTBopeu11e 

a) Ibuprofen / Unit-I / Ta6n.-1 101 % Not less than 70 % (Q) of labeled amount of 

116ynpocpeu 
Unit-2 / Ta6n.-2 101 % 

ibuprofen (C13H1sO2) is dissolved in 30 minutes./ 
He Mettee 70 % (Q) OT H0Ml1HaJibH0ro co.nep)l(aHHSI 

Unit-3 I Ta6n.-3 101 % 116ynpocpeua (C13H1sO2) 1IOJI)l(H0 pacTBopHTbCSI 3a 
30 MHH. 

Unit-4 / Ta6n.-4 100 % 

Unit-5 I Ta6n.-5 100 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'fauue: ITpo.nyKT cooTBeTcrnyeT Tpe6osau11siM H,ll 3aKmO'feHne: OD,OliPEHO 
~====::::::::::::::::::::::;;-;::::=================;-;========== ======: 
Prepared by / 
ITo.nroTosneuo: Sarita 

Sharma v 
Dale / 
,llarn: 15.06.2026 

Checked by/ 
ITposepeuo: Pardeep 
K umar =r 
Date/ 
,UaTa: 15.06.2026 

Checked by (AQA) / 
ITposepeuo {AOK): Ajay 
Kumar Srivastava 

Date/ 
,llarn: 15.06.2026 

Approved by: Quality Assurance/Authorized person / 
O1Io6pei-ro : O6ecnetJeHHe KatJecrna/OTBeTcTBeuuoe 
JJM U,O: 

Date / 
,UaTa: 

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@drreddvs.com 

CIN: L8519SAP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ,...;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Ilpo11vtrr: Hosttrau®, Ta6JJeTKtt, n0Kpb1Tb1e nneHO'-lHOH 060JJO'-IKOH 

Market/ PblHOK : Russia/ Pocc1rn 

Batch No./ 
V2601244 

Batch Quantity / 
CepttH N2 

: 
PaJMep ceptttt 

Analytical Report No./ 
: 040003431603 

Date of Analysis / 
AuaJJttTtt'-leCKttH OT'-leT N2 )(aTa auaJJttJa 
Date of Manufacture / 

05/2026 
Date of Expiry/ 

: 
.[J:aTa UPOH3B01lCTBa ro11eH ,/J;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 98165 56001-02 
www.drreddys.com 

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

: 15.06.2026 

: 04/2031 

Ilpott3BO,/J;CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JIII-N2(005665)-(Pr-RU) 
JJttQeHJttH N2 
Analysis performed accordin2 ND No./ Auamn np0Be11eu no H.U N2: JIII-N2(005665)-(Pr-RU)-100624 

Pafe 3 of 8 / CTp. 3 HJ 8 
Unit-6 / Ta6JI.-6 100 % 

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

Unit-2 / Ta6JI.-2 102 % 
pitofenone hydrochloride (C22H2sNO4• HCl) 

IlinocpettoHa dissolved in 30 minutes. / He Mettee 75 % (Q) OT 
rn.upoxJiopttA Unit-3 / Ta6JI.-3 101 % HOMHHaJibHOro CO.ll,ep)l(aHH» mnocpettoHa 

rHApoxJiopH.ua (C22H2sNO4• HCl) ,UOJI)l(HO 
Unit-4 / Ta6JI.-4 100 % pacTBOpHTbC» 3a 30 MHH. 

Unit-5 I Ta6JI.-5 95 % 

Unit-6 I Ta6JI.-6 105 % 

6 Related substances I PoACTBeHHble rrpHMecH 

Any single impurity I Below BDL (BDL= 0.03 %) / HH)l(e Not more than 0.3 % / 
J1106a» e)],HHH'lHa» nopora perncTpao;HH (ITP =0,03 %) He 6oJiee 0,3 % 
rrpHMeCb 

Total impurities/ Below BDL / HH)l(e rropora pemcTpau1111 Not more than 0.7 % / 
CyMMa rrpHMecett He 6oJiee 0,7 % 

7 Microbial purity* I MHKpo6HOJIOrH'leCKa» 'lHCTOTa* 
a) Total aerobic NA Not more than 103 CFU/g / 
microbial count / He 6oJiee 103 KOE/r 
O6[Jlee 'lHCJIO 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'-laHtte: Ilpo.ll,yKT cooTBeTcTByeT Tpe6osamrnM H.ll 3aKJJIO'-letttte: O)(OliPEHO 

Prepared by/ Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
Ilo.uroTOBJietto: Sarita np0aepeHo: Pardeep TTpoa peuo (AOK): Ajay O.uo6petto: O6ecrre1IeHHe Ka1IecTBalOTBeTcTBeHttoe 
Sharma ~ Kum ar =1--c Kumar Srivastava JIHUO: 

:; 111~~ I .-+-t\ \ :>-- 0..n 
Date/ Date/ IDate / I Date I ~g~~ )laTa: 15 .06.2026 .Uarn: 15.06.2026 :.UaTa: 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@drreddvs.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTM(l)JIKAT AHAJIMJA 

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 

Tipo,11.yKT: HosuraH®, Ta6nencn, noKpbITble nneHO'IHOH o60JJO'IKOH 

Market/ PbIHOK : Russia I Pocc11H 

Batch No./ 
V2601244 

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

: 
Pa1Mep cepnn : 12,00,000 Ta6 

Analytical Report No./ 
: 040003431603 

Date of Analysis / 
: 15.06.2026 

AHaJJHTH'leCKHii 0T'leT N2 ,ll.aTa aHaJJHJa 
Date of Manufacture / 

05/2026 
Date of Expiry/ 

04/2031 
.[l.aTa np0U3B0,!I.CTBa 

: 
fo,11.eH ,11.0 : 

Mfg. License No./ 
TipOHJB0,11.CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JIII-N2(005665)-(Pf-RU) 
JIHUeH1nsr N2 
Analysis performed according ND No./ AHamn npoBe/leH no H)l N2: JITI-N2(005665)-(Pf-RU)-100624 

Pa2.e 4 of 8 / CTp. 4 u1 8 
a3p06HblX 
MHKpoopraHH3MOB 

b) Total combined NA Not more than 102 CFU/g / 
yeasts and mould He 6onee 102 KOE/r 
count I O6mee •-mcno 
.npm101<eBhlX 11 
nnectteBbIX rpu6oe 

c) E.coli NA Shall be absent in lg/ 
AomKHbI OTCYTCTBOBaTh B 1 r 

8 Uniformity of dosage units/ O,llHOpO,llHOCTb ,no311poBaHHi! 

Ibuprofen/ 2.1 Acceptance value (AV) should be not more than 
l16ynpocpeH 15.0. I I1oKa3aTenb np11eMneMocrn (AV) .llOJJ)KeH 

6bITb He 6onee 15,0 

Pitofenone 5.0 Acceptance value (AV) should be not more than 
hydrochloride/ 15.0. I I1oKa3aTenb np11eMneMocT11 (AV) .ll0JJ)KeH 
I111rncpett0Ha 6b1Tb He 6onee 15,0 
rH,llpoxnopH.ll 

Fenpiverinium bromide 5.7 Acceptance value (AV) should be not more than 
/ (l)eHnHBepHHHi! 15 .0. / I1oKa3aTeJib np11eMneMOCT11 (AV) .llOJI)KeH 
6pOMH)l 6b1Tb He 6onee 15,0 

9 Assay I Konl1'-1ecTBeHHoe onpe,lleneH11e 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTpuMe'lanne: IIpo,nyKT coorneTcrnyeT Tpe6oBaHHHM HA 3aKJJJO'lenne: O)I:O6PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
rro.nr OTOBne110: Sarita TlposepeH0: Pardeep IIpoBepeHo (AOK): Ajay O.no6petto : O6ecneqett11e 1<aqecrna/OrneTCTBettttoe 

Sharma g___ Kumar 

~f 
K umar Srivastava m1uo: s~,~ AJ I 

~ \ - (\J O }.__.,I _>- -
jDate / Date / Date / Date / ~;2¥?,{, J.laTa: 15.06.2026 /.laTa: 15.06 .2026 JJ,ai-a: 15.06.2026 )lam: 

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@drreddvs.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTM$HKATAHA~H3A 

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

Tel: +9198166 56001-02 
www.drreddys.com 

Ilpo)lyITT: HosuraH®, Ta6JieTJm, noKpbIThle nJieHO'IHOH o6oJIO'IKOii 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2601244 

Batch Quantity I 12,00,000 tab / 
Cepus1 .N2 

: 
Pa1Mep cepuu 

: 
12,00,000 Ta6 

Analytical Report No./ 
: 040003431603 

Date of Analysis I 
: 15.06.2026 

AHaJIHTH'leCKHH OT'leT .N2 )lam aHaJiuJa 
Date of Manufacture/ 

05/2026 
Date of Expiry/ 

04/2031 
)laTa npOHJBOJlCTBa 

: 
ro,leH JlO 

: 

Mfg. License No./ 
IlpOH3B0JlCTBeHH3H : MNB/05/263 MA number: / HoMep PY : ~II-.N2(005665)-(Pr-RU) 
JlHl.leHJHH .N'! 

Analysis performed accordin~ ND No./ Atta.run np0Be11e11 no H,ll. .N2: ~II-.N2(005665)-(Pr-RU)-100624 
Page 5 of 8 / CTp. 5 HJ 8 

Ibuprofen/ 403.0 mg I 403,0 Mr From 384.0 to 416.0 mg ofC13H1gO2 (ibuprofen) 
I16ynpocpett per tab I et. / 

OT 384,0 ,uo 416,0 Mr C13H1gO2 (116ynpocpett) B 
Ta6neTKe. 

Pitofenone 5.113 mg/ 5,113 Mr From 4.5 to 5 .5 mg of C22H2sNO4• HCI (pitofenone 
hydrochloride/ hydrochloride) per tablet./ 
TT1-noqiett0Ha OT 4,5 AO 5,5 Mr C22H2sNO4•HCl (nHTocpettoHa 
rttApox11op11,u rn,upox11op11,u) B rn6neTKe. 

Fenpiverinium 0.1024 mg I 0,1024 Mr From 0.09 to 0.11 mg of C22H29BrN2O 
bromide / (fenpiverinium bromide) per tablet. 
$ettmrnepHHHH OT 0,09 ,uo 0,11 Mr C22H29BrN2O (cpettnHBepHHHH 
6pOMH)l 6pOM11,U) B Ta611eTKe. 

Rema1·k : The Product confirms to ND/ Conclusion : APPROVED / 
TTpHMC'lanue: 11po,uyKT COOTBel'CTByeT Tpe6oBal:IH51M H,l.l 3atemoqenue: O)lOliPEHO 

Prepared by / 
110,uroTOBneno: Sarita 
Sharma 2--
Date I 
,[],am: 15.06.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
I1posepetto: Pardeep nposepeHO (AOK): Ajay O,uo6petto : O6ecne'!eHHe Ka'!eCTBa/OTBeTCTBeHHOe 

Kumar d--z- Kumar Srivastava JIHUO: 

S] l)f+JJ/ --Pnj_ 0t ~ 
Dal / !Date/ I Date I ~}<'l,9?6 )laTa: 15.06.2026 :)],am: 15.06.2026 ,[],am: 

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

Tel: +9140 4900 2900, Fax: +9140 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. So lan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product : Novigan, film-coated tablets 
IlpoJJ,yJCT: HoBHraH®, Ta6J1eT1m, noKpbJTble nJleHO'IHOH o60J10'1K0H 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
V2601244 

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

CepttH N2 PaJMep cepuu 12,00,000 Ta6 

Analytical Report No./ 
: 040003431603 

Date of Analysis / 
: 15 .06.2026 

AHaJlHTH'lecKuit OT'leT N2 ,UaTa aHaJ1H3a 
Date of Manufacture/ 

05/2026 
Date of Expiry/ 

04/2031 : : 
.l{aTa UP0H3BOlICTBa ro11eH 110 
Mfg. License No./ 
fl pOH3BOlICTBeH Haff : MNB/05/263 MA number: / HoMep PY : JIIl-N2(005665)-(Pr-R U) 
JlHUeHJHH .N'! 

Analysis performed according ND No./ A1rnmn np0Be11e11 no H,Ll N2: JIII-N2(005665)-(Pr-RU)-100624 
Page 6 of 8 I CTp. 6 H3 8 

10 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. / no 10 blister. 1 or 2 blisters and patient information leaflet 

Ta6JieTOK B 6m1cTep H3 aJIIOMHHHeBOH in a carton pack. / no 10 rn6nernK B 6nttcTep 113 

(pOJlbrH, JiaMl1H11pOBaHHOH UOJil1BHHHJIXJIOp11JJ.HOH nneHKH!aJI10MHH11eeoi1 
OpHeHT11pOBaHHblM non11aMl1JJ,OM 11 qJOJihrH HJIH B 6JIHCTep 113 amoMHHl1eBOH qJOJibrH, 
nOJIHBHHHJIXJIOpHJJ.OM/aJIIOMHHHeBOH JiaMHHHpOBaHHOH OpHeHTHpOBaHHblM nOJIHaMHJJ,OM 
¢onbm. no 2 61111cTepa c 1111cTpyKu,11ei1 no 11 nOJ111BHHl1JIXJIOPHD.OM!aJIIOMl1Hl1eBOH cjJOJlhrH. Ilo 

npHMeHeHl1!0 B na'IKY KapTOHHy!O. 1 HJlH 2 6JIHCTepa c HHCTPYKUHeH no npHMeHeHHIO 
B natJKY KapT01111y10 . 

11 Labeling/ Complies as prescribed I According to ND / 
MapKupoBKa CooTBeTcTByeT Tpe6oeamrnM B cooTBeTCTBH11 c HJJ: 

12 Storage conditions / At temperature below 25°C / Ilp11 TeMnepaType He BbIWe 25 °C. 

XpaHeHue 

13 Shelf life/ CpoK 5 years / 5 neT 

fOlIHOCTH 

* - 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./ 
* - TTpOBOIIIITCH npO113BOIIIITe.~eM npu BbmycKe nep11O1111qecK11: n.~H Ka)KJloii 2O-oii cepuu um, He MCHee I pa1a B ron. IloKaJaTe.~b 
MOlKCT 6b1Tb He BKJIIO'ICII B cepT11cp11KaT aHaJJma cJrnpMbl. 

Remarks : The Product confirms to ND/ 
Hp1n1e11aHue: Ilpo.nyKT cooTBeTCTBYCT Tpe6oBaHM.!IM HJJ: 

Prepared by / 

noJJ,roTOBJleHo: Sarita 

Sharma ~ 

Date I 
JJ:aTa: 15.06.2026 

Checked by I 
np0Bepe110 : Pardeep 

Kumar J.-r 
Date / 

)],am: 15.06.2026 

Checked by (AQA) / 

CTpoeepe110 (AOK): Ajay 
Kumar Srivastava 

~ 
Date/ 

JJ:arn: 15.06.2026 

Con lu ion : APPROVED / 
3aKJ110'leHue: O,UOEPEHO 

Approved by: Quality Assurance/Authorized person / 

O.!i.06peHo: O6ecne11e11He Ka'leCTsa/OrneTCTBeHHOe 

1111uo: 

Date / 
.UaTa: 

Vft)Jf 

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

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddvs.com 
C/N: L85195AP1984PLC004507 
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•·· Dr.Raddy'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 

Ilpot1,yKT: HoBnrau®, Ta6Jiencn, nOKPblTbte nJieHO'fHOH o60JIO'fKOH 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ 
V2601244 

Batch Quantity I 12,00,000 tab / 
CepnH .N"2 

: 
PaJMep cepnn 

: 
12,00,000 Ta6 

Analytical Report No./ 
: 040003431603 

Date of Analysis / 
: 15.06.2026 

AuaJIHTH'feCKHH OT'feT .N"2 ,llaTa auaJittJa 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2031 
,llaTa npoHJBOllCTBa 

: 
rot:1eH LIO 

: 

Mfg. License No./ 
IlpOHJBOLICTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N"2(005665)-(Pr-RU) 
JIHI]:eHJHH .N"2 
Analysis performed according ND No./ A1rnmn npoBelleH no H,ll .N"2: JIII-.N"2(005665)-(Pr-RU)-100624 

Pa2.e 7 of 8 I CTP. 7 HJ 8 

API name/ uanMeHOBaune A«l>C: l16ynpocpeu IlHTOcpeuou 
<l>eHnHBepHHHll 6poMHLI / 
Fenpiverinium bromide 

INN /MHH: Ibuprofen Pitofenone Fenpiverinium bromide 

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

FA/225006 PF/226003 
A«l>C: 

FP Manufacturer API Batch 
number/ FETA00l 11, FETA00l 10 FETA00135 FETA00136 
HoMep cepnn cy6cTauunn 
npOH3B0tl,HTeJIH r Jl(J>: 

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

API Manufactured by & country / / l1OJ1 KeMHKaJic 3H.U. 
I India/ 

IlpottJBOAHTeJib A«l>C, cTpaua: <l>apMaCblOTHKarrc Jh.u.., 
P JI <l>ai1:u KeM TTBT. JIT.u.., P JI <l>ai1H KeM TTBT. JIT.u.., 

l-fH)].Hll 
l-fH)].Hll l1HtJ,Hll 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO'feune: O,11.OEPEHO IlpnMe'faHHe: TTpo.u.yKT C00TBeTCTB)'eT Tpeooea HH)IM H.11. 

Prepared by I 
TTo.u.roTOsrreuo: Sarita 

Sharma ~ 

Date/ 
L(arn: 15.06.2026 

Checked by I 
TTposepeuo: Pardeep 

Kumar ~ 

Date/ 
L(arn: 15.06.2026 

Checked by (AQA) I 
TTposepe1-10 (AOK): Ajay 
Kumar Srivastava 

-¼ 
'Date I 
L(arn: 15.06.2026 

Approved by: Quality Assurance/Authorized person/ 
O.u.o6petto: O6ecneqeuwe KaLiecTBa/OrneTCTBettuoe 
JIHl..(O: 

I Date / 
JI.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.Raddy'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 

Ilpo,!I,yKT: HoBttran®, Ta6Jienrn, noicpbJTble nJieHO'!HOH o6oJIO'!KOH 

Market/ PMHOK : Russia / Poccm, 

Batch No./ 
V2601244 

Batch Quantity/ 12,00,000 tab / 
Cepm1 X2 

: 
Pa1Mep cepuu 

: 
12,00,000 Ta6 

Analytical Report No./ 
: 040003431603 

Date of Analysis / 
: 15 .06.2026 

AnaJIHTH'!eCKHH OT'!eT X2 )]:aTa anaJIHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2031 

)]:aTa npOH3B0)l,CTBa 
: 

fo,1J,eH ,!J,O 
: 

Mfg. License No./ 

IlpOH3B0,!J,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-X~(005665)-(Pf-R U) 
JIHQeHJHH X2 
Analysis performed according ND No. I AHamn npoBe)l.eH no H,LJ: X2: JIII-X2(005665)-(Pf-RU)-100624 

Pae.e 8 of 8 I C,-p. 8 u1 8 
HanMeHOBaHHe, a,!I,pec" HOMep 
JlHL(eHJHH UJIOUJ;a,!J,KH, 
ocyw;ecTBJimow;eu 

flpo11JB0,1J,CTBeuuoe no,!I,pa3,1J,eneu11e-6, B11nn. Kxonb, Hanarapx Poy.ll, Ea.ll.llH, ,U11cTp1-tKT 
Conan, X.TT., 173205, l1H,!J,H51 (Jim.1,eH3H51 N2 MNB/05/263) 

U pOH380,!J,CTBO/KOHTpOJI b 
Ka'!eCTB3/BblDYCK f Jl<J> 

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». 

3aKJJIO'ICHUe O COOTBCTCTBUU: HacT0511.l\HM 51 ITO,!J,TBep)!(,!I,alO, 1-ITO npHBe,!J,eHHa51 Bblllle HH!pOpMaI..(H51 51Bn5leTC51 
,!J,OCTOBepHOH H TO'IHOH. 3m cepm1 npo,nyKI..\HH np0H3Be,!J,eHa (BKJIIO'Ia51 ynaK0BKY (MapKHpOBKY) H K0HTp0Jib Ka'-!ecrna) 
Ha BbIWeyKa3aHHOH np0113B0,!J,CTBeHHOH ITJlOl.ll,a,!J,Ke (nnoma,nKax) B ITOJlHOM COOTBeTCTBl111 C Tpe6oBaHl151Ml1 TipaBHJl 
Ha,!J,Jle)!(alll,eH npOH3B0,!J,CTBeHHOH npaKTl1Kl1 EBpa311HCKOro 3KOH0Ml11IeCKOro COI03a 11 Tpe6oBaHH51Ml1 KOHTp01151 Kaqecrna 
JleKapcrneHHblX cpe,!I,CTB, a TaK)!(e B COOTBeTCTBl111 co CITel.\H!pl1Kal.\1151Ml1, co,nep)!(all.\11Ml1C51 B perncTpal.\110HHOM ,!J,OCbe 
CTpaHbl-HMITOpTepa. 3anl1CH no rrp0113B0,!J,CTBY, yrraKOBKe 11 aHa11113y npoBepeHbl, 11 ycTaH0BJleHO 11X COOTBeTCTBl1e 
Tpe6oBaHl151M TipaBHJl Ha,!J,Jle)!(all.\eH np0113B0,!J,CTBeHHOH rrpaKTHKl1 EBpa311HCKOro 3K0H0MH'IeCKOf0 C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
H1>11Me'!aHne: npo.llyKT cooTBeTcTByeT Tpe6osaum1M H)J, 3.1icmo'!e1111c: O,LJ:OliPEHO 

Prepared by / 
noJlroTosneuo: Sarita 
Sharma 

~ 
Date I 
JJ:aTa: 15.06 .2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person / 
flposepeuo: Pardeep TTposcpeHO (AOK): Ajay O.llo6pe110: O6ecne1.1eu11e Ka1.1ecTBa/OrneTCTBeuuoe 

Kumar ~ Kumar Sriva tava JIHL(O: 

~ tf I 1./'i)fJ AJ) ~--1- (\J r, • J. 

Date/ !Date/ I Date/ ~r$~ l.(aTa: 15 .06.2026 :.[{am: 15.06.2026 JJ:aTa: 

' 
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