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CERTIFICATE OF ANALYSIS 

CEPTif<l>ltKAT AHAJIH3A 

Product : Novigan, film-coated tablets 
,fl o;,J.yKT: Hos11raH Q<, Ta6JieTtm, noK bITbie nneHO'IHOH o6oJIO'IKOH 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
Ce HH .N'!! 

V2502297 
Batch Quantity/ 
PaJMe cepuu 

12,00,000 tab / 
12,00,000 Ta6 

Analytical Report No./ 
AHam-lTH'lecKHH 0T'leT .N'2 

040003199405 
Date of Analysis / 
)],aTa aHaJiuJa 

30-11-2025 

Date of Manufacture/ 
,lJ.aTa n OH3B0;,J.CTBa 

11 /2025 
Date of Expiry / 
ro,ll;eH )1:0 

10/2030 

Mfg. License No./ 
Ilpo1nso.ucrneHHaH : MNB/05/263 MA number:/ HoMep PY : JIIl-.N'2(005665)-(Pr-RU) 
Jmu;eH3HSI .N! 
Analysis erformed accordin ND No./ .-\Hamn npoBe.'leH no HJ], .N'2: JIIl-.N'2(005665)-(Pr-R )-100624 

Page 1 of 8 / crp. 1 H3 8 

.N'! Test/ IloKa3aTeJib Result/ Pe1yJ1bT3TbI Specification/ HopMa 

1 Description / White round biconvex film-coated tablets White round biconvex film-coated tablets debossed 
Onncaune 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 Kpyrnh1e 
,llBOJIKOBhlTIYKJlhie Ta6JJeTK11, noKpblThie ,llBOJIKOBblTIYKJlbie Ta6JleTKl1, noKpb!Tble 
nneHOlJHOH o6oJJOlJKOH 6eJioro UBeTa, c nneHOtJHOH o6onotJKOH 6enoro UBeTa, C 
T11cHeH11eM NOVIGAN Ha O,llHOtt cTOpoHe. THCHeHHeM NOVIGAN Ha O,llHOH cTopoHe. Ha 
Ha nonepetJHOM pa1pe1e ll,llpO 6enoro nonepetJHOM pa3pe3e ll,llpo OT 6enoro ,llO TTO'ITl.f 
UBeTa. 6enoro usern. 

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

l16ynpoqieH 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. I BpeMll yAep)l(ttBaH11» ocHOBHoro (section Assay). I BpeMJI y,llep)l(11BaH11.H ocHOBHoro 
n11Ka Ha xpoMaTorpaMMe 11cnh1TyeMoro n11Ka Ha xpoMaTorpaMMe 11cnbITyeMoro paCTsopa 
pacTBopa COOTBeTCTByeT BpeMeHH ,llOJl)l(HO COOTBeTCTBOBaTb BpeMeHH y,llep)l(HBaHHH 
y,llep)l(HBaHHH OCHOBHOfO n11Ka Ha OCHOBHoro n11Ka Ha xpoMaTorpaMMe pacTBopa 
xpoMaTorpaMMe pacTBopa CTaH,llapTHOro CTaH,llapTHOro 06pa3ua 116ynpocpeHa {pa3)],en 
06pa3ua 116ynpocpeHa. «Ko1rnqecTBeHHoe onpe,lleJJeH11e» ). 

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 / 
Ilp11Me1.Jauue: Ilpo,llyKT cooTBeTcTByeT -rpe6osaHH»M H.ZJ: 3aKJIIO'leHue: O)1,OliPEHO-

Prepared by / Checked by / Checkei by (AQA)/-· :.. •;:'' Approved by: Quality Assurance/Authorized person / 
Ilo,llroTOBJleHo: IlposepeHo: Pardeep ITponep HO {AOK): O,[I,06peHo: O6ecneqeH11e Ka'leCTBa!OTBeTCTBeHHOe 

Ramakanl~ ~ 
Kumar 

Abh;i~"T 
mru,o: l 

~ ~ 
Date I Date I Date I IDate / Jo.r/)r ')...<) ?1,,..-
.ZJ:arn: 30.11.2025 p:arn: 30.11.2025 .ZJ:arn: 30.11.2025 ,[(am: 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHA.JJH3A 

Product : Novigan, film~coated tablets . .. 
llpo:11.vwr: Ho'BHran®, Ta6JJenrn, noKPbITbie nJJeuoquoii 060JJO'IKOii - ,i..11-1. 

Market / PbIHOK, : : Russia/ Poccm, I' 

Batch No./ 
V2502297 

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

CeonH .Ml Pa1Mep cepnH 12,00,000 Ta6 

AnalyticalReport No./ 
: 040003199405 

Date of Analysis / 
: 30-11-2025 

AnaJJHTlf•'lecKnii OT'leT N! )laTa anaJJnJa 
Date of Manufacture / 

11/2025 
Date of Expiry/ 

10/2030 : : 
l)lua npoHJBO.ll.CTBa ro.ll.eH.ll.0 
Mfg. License No./ 
IlpoHJBO.ll.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : .JJII-N!(005665)-(Pr-RU) 
JIHUeHJHSI .N'! 
Analvsis performed according ND No./ AHamn npose11eH no H)l N!: .JJII-N!(005665)-(Pr-RU)-100624 

Pa~e 2 of 8 / CTp. 2 HJ 8 
bromide/ hydrochloride and fenpiverinium bromide fenpiverinium bromide peaks on the chromatogram 
IT11Tocpettotta peaks on the chromatogram of standard of standard solution (section Assay). / BpeMeHa 
rn,u.poxnopM.ll. 11 solution. I BpeMeHa y .£1.ep)!<HBaHHll y,u.ep)i<HBaHHll OCHOBHblX nnKOB Ha 
cpettmrnepMHlfll OCHOBHblX UHKOB Ha xpoMaTorpaMMe xpoMaTorpaMMe HCUbITyeMoro paCTBOpa .nomKHbl 
6pOMH.!l HCilhITyeMoro pacTBopa COOTBeTCTBYIOT COOTBeTCTBOBaTb BpeMeHaM y .11:ep)l<HBaHHll 

BpeMeHaM Y.ll.ep)KHBaHHll OCHOBHbIX OHKOB OCHOBHhlX ITHKOB IlHTO<peHOHa rn.11:poxnop11.n.a H 
OHTO<peHOHa rn.11:poxnop11:11.a H cpeHrmBepHHHll 6poM11.11:a Ha xpoMaTorpaM Me 
cpeHOHBepHHHll 6pOMH.ll.a Ha CTaH,!1,apTHOro pacTBopa (paJ.11:en 
xpoMaTorpaMMe cTaH.11:apTHoro pacTBopa. . «Kon1111eCTBeHHoe onpe.£1.eneH11e»). 

3 Average weight / 569.6 mg 1569,6 Mr 570.0 mg± 3 % (552.9 mg to 587.1 mg)/ 

Cpe.11.HHH Macca 570,0 Mr± 3 % (OT 552,9 Mr .n.o 587,1 Mr) 
Ta6JJeTKH 

4 Disintegration/ 03 min 30 sec/ 03 MHH 30 ceK Not more than 30 min/ He 6onee 30 MHH 
Pacna:11.aeMOCTh 

5 Dissolution/ PaCTsopeu11e 
a) Ibuprofen/ Unit-1 / Ta6n.-l 101 % Not less than 70 % (Q) of labeled amount of 

116ynpocpeH 
Unit-2 I Ta6n.-2 106 % 

ibuprofen (C1 3H1s02) is dissolved in 30 minutes. I 
He Mettee 70 % (Q) OT HOMHHanbHOro co.11:ep)KaHHll 

Unit-3 I Ta6n.-3 102 % 116ynpocpeHa (C13H1s02) AOJJ)KHO pacTBop11TbCll Ja 
30 MHH. 

Unit-4 I Ta6n.-4 102 % 
.. 

Unit-5 I Ta6n.-5 103 % 

Remarks : The J>.rodtict confirms to ND/ onclu ion : APPROVED I 
IlpnMe'laHHe: ·npo,ayKT OOTBeTCTByeT Tpe6oaaRHJfM H,[{ 3a 1-..t11otte1111e: O,ll.O6PEHO 

Prepared by/. .. ....- ~ .. Checked by / Checked ~y (AQA) I A pproved by: Quality Assurance/ Authorized person I 
TTo.11:roToBneHo: [.lpoeepeHo: Pardeep Ilpoecpe o (AOK): 0.11:06p HO : -06ecne4CHMC KatiecTBa/OrneTCTBeHHOe 

Ramakant~ Kumar 

~ 
Abhishel Chauhan ·-~ I I 

Date/ Date / 'Date I IIDate / j,'tl __, ,,_. ),-0 '1,s 
)].:na: 30.11.2025 JlaTa: 30.11.2025 :)laTa: 30.11.2025 JlaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fux: +9140 4900 2999, Email : mail@drreddys.com 
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•·· Dr.Reddy's ~;• 

Product : Novigan, film~coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTJl(l>MKAT AHAJIJ.f3A 

• ' 
flpO.[{VICT: lloBJff311 ' Ta'6n:ennr: D0KPblTbte nJJeHO'-iHOH o6oJJO'IKOH ii 

Market / Pb1HOK . •. ~ Russia I Pocc1rn 

Batch No./ . Batch Quantity / • 

CeonH Ml 
: V2502297 

PaJMep cepnn 

Analytical Report No./ 
: 040003199405 

Date of Analysis / 
AnaJJHTH'lecKHH OT'leT N2 )]:aTa aHaJJHJa 

Date of Manufacture / 
11 /2025 

Date of Expiry/ 
)J,aTa DPOH3B0.llCTBa 

: 
ro.lleH .llO 

Mfg. License No. / 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vii i. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
T~t : +SJ. S016G JC001-02 
v,ww.drredc!·rs.co m 

. . .. ·: 

' . l'"" ,_.tf-'1•, 

I t •• ~ 

12,00,000 tab I 
: 

12,00,000 Ta6 

: 30-11-2025 

: 10/2030 

IlpOH3BO)J,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(005665)-(Pr-RU) 
JJnue111nS1 N2 
Analysis performed according ND No./ Anamn npoBene.1 no H,LI, N2: JI IT-~'g(005665)-(Pr-RU)-100624 

Pa2e 3 of 8 / CTp. 3 HJ 8 
Unit-6 / Ta6n.-6 103 % 

b) Pitofenone Unit-1 / Ta6n.-l 100 % Not less than 75 % (Q) of the labeled amount of 
hydrochloride / 

Unit-2 / Ta6n.-2 102 % 
pitofenone_ hydrochloride (C""H"sNO4• HCl) 

TIJ.nocpeHoHa dissolved in 30 minutes. / He MeHee 75 % (Q) OT 
rHJJ.poxnopim Unit-3 / Ta6n.-3 101 % HOMHHaJJbHOro COJlep)l(aHHH nttTOcpeHOHa 

rn.upoxnop11.ua (C""H2sNO4• HCl) .!l0Jl)l(H0 
Unit-4 I Ta6n.-4 99% paCTBOpHTbCH 3a 30 MHH. 

Unit-5 / Ta6n.-5 105 % 

Unit-6 / Ta6n.-6 104% 

6 Related substances / Po.11:cTBeHHb1e npuMecu 

Any single impurity / 0.04% Not more than 0.3 % I 
JlI06aS1 e.11:nH11qHaH He 6onee 0,3 % 
rrpttMeCb 

Total impurities I 0.04% Not more than 0. 7 % / 
CyMMa np11Mecei1 He 6onee 0,7 % 

7 Microbial puritv* / M11Kpo6110JJornqecKaH 'IHCTOTa* 
a) Total aerobic NA Not more than 103 CFU/g / 
microbial count / He 6onee 103 KOE/r 
O0W~~ qlfCJIO 

Remarks : The Product con:ffr.fus lb ND/. Conclusion : APP.ROVE.D / :: 
IlpnMe'laHne: TipoJJ.yKT coo-tsfacTBye:r Tpe6oaaHHHM H.D: 3aKJJIO'leHne: 0)]:(iJ6PEHO: 

Prepared by I Checked b.y -1.t. Checkec by (AQA) / Approved by: Quality prance/Authorized person/ 
Tio.nroToaneHo: npoBcpeHo: Fardeep npoBep Ho,(AOK): Oti;o6peHO: O6ecrre<1em1c' Ra 4CCTBalOTBeTCTBel-lHOe 

Ramakant ~ Kumar 

~ 
Abb·i.hc ' Chauhan 

m,~~ H 
Date/ I Date I Date/ IDate / jc-f/ ~ '2A 'l.1 
.[lam: 30.11.2025 ,UaTa : 30.1 1.2025 .[laTa: 30.11.2025 AaT:J.: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034,. Telangana, 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 
CEPTM<l>MKAT AHAJIM3A 

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

www.drrecJC:·1s.com 

ll . . -• I . 
IlDOJ.lV~T: HoJiurau®, Ta6JteTKII , IT0KPLJTJ:ile TIJJCnO'lllOii o60JJO'IKOH ,, .. , u . 

·•""" :: ... -
Market/ PLIHOK : Russia/ Poccm1 ., . 

~ ,t 

Batch No./ 
V2502297 

Batch Quantity / 12,00,000 tab/ 
CeouH N!! 

: 
PaJMep cepHH 

: 
12,00,000 Ta6 

Analytical Report No./ 
: 040003199405 

Date of Analysis/ 
: 30-11-2025 

AuaJJHTU:'lecKHH 0T'leT .N"! )laTa auaJJHJa 

Date of Manufacture/ 
11/2025 

Date of Expiry / 
10/2030 

)laTa npoH3B0[lCTBa 
: 

ro[leH [l0 
: 

Mfg. License No. / 
IlpoHJBO)J.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'!(005665)-(Pr-RU) 
JIHUeHJHSI N! 
Analysis performed according ND No./ Auamn npoBe.'leH no H)l N!: JIIl-.N'!(005665)-(Pr-RU)-100624 

Pne,e 4 of8 / CTJJ . 4 H3 8 
a3po6Hb1X 
M11KpoopraHl13MOB 

b) Total combined . NA Not more than 102 CFU/g I 
yeasts and mould He 6onee 102 KOE/r 
count I O6mee q11cno 
.llPO)IOKeBblX 11 
nJieCHeBblX rp1160B 

c) E.coli NA Shall be absent in lg/ 
,[J:OJI)l(Hbl OTCYTCTBOBaTb B 1 r 

8 Uniformity of dosage units / O.llHOPO.llHOCTb [l03HPOBaHHH 
Ibuprofen/ 2.0 Acceptance value (AV) should be not more than 
116ynpocpeH 15 .0. / I1oKa3aTeJib rrp11eMneMocT11 (AV) .UOJI)l(eH 

6bITb He 6onee 15,0 

Pitofenone 5.3 Acceptance value (AV) should be not more than 
hydrochloride/ 15.0. I IToKaJaTeJib np11eMneMocT11 (AV) L\OJI)l(eH 
IT11rncpeH0Ha 6b1Tb He 6onee 15,0 
m.n:poxnopH.D: 

Fenpiverinium bromide 4.9 Acceptance value (AV) should be not more than 
/ <l>eHn11sep11H11H 15 .0. / IToKaJaTeJib np11eMneMocT11 (AV) L\OJI)l(eH 
6pOMl1.ll: 6b1Tb He 6onee 15,0 

9 Assav / KoJmqecTseuuoe orrpe.n:eneuue 

Remarks : The Product confinns to ND/ . ·· ·- Conclusion: APPROVED/ .' .. :,; . - = 
IlpuMe'laHlte: ITpo.uyKT cooTBeTcTByeT Tpe6osau11HM Hi( JaKnioqeuue: O)lOJiPEHO. ~1 '~; 

Prepared by I Checked by / .} @he1,' ~d by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITo,rrro-ronneuo: IT.poeepe110: Pardeep,· .• , l1p0 peuo (AOK): O.uo6petto : O6ecrre'leHHe Ka'lecTBa/OTBe'FCTBeHHoe 

Ramokant~J 
Kumar 

Abh=-Chr han n11~ ~ 
Date/ I Date / IIDate / "Date I G,1i-11~ ;/! 1/2-
~a:ra: 30.1 1.2025 ,z:i:arn: 30.11.2025 :.z:i:arn: 30.11.2025 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034,. Telangana, India 
Tel: +9140 4900 2900, Fux: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTH<l>MKAT AHAJJH3A 

. 

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

v,ww drrecci'1s.com 

• ! • I . 
nnoD;yi.r: Hosurau(l<,, Ta6JJenrn, noK1Jb1n;1e nJJeHO"IHou 060J1011Koit I '· .. ,,,:- ... \ ·<. .. 

Market/ Pb!HOK : Russia/ Poccm, I::, 

Batch No./ 
V2502297 

Batch Quantity/ 12,00,000 tab / 
Cepmt.N"!! 

: 
Pa1Mep cepu11 

: 
12,00,000 m6 

Analytical Report No./ 
: 040003199405 

Date of Analysis/ 
: 30-11-2025 

AuaJJHTH"ICCKHH OT"leT .N"!! ,11.aTa auaJJHJa 

Date of Manufacture / 
11/2025 

Date of Expiry/ 10/2030 
,11.aTa npOHJBO,llCTBa 

: 
ro,LJ.eH ,llO 

: 

Mfg. License No./ 
IlpoHJBO,IJ.CTBeuuast : MNB/05/263 MA number: / HoMep PY : JJil-.N"!!(005665)-(Pr-RU) 

JIHU:eHJHH .N°!! 
Analysis performed accordin2 ND No./ Atta.ri11 i nposc}leH no H/1, .N"!!: JITI-.N"!!(005665)-(Pr-RU)-100624 

Pa~e 5 of 8 / C-rp. 5 HJ 8 
Ibuprofen / 404.1 mg / 404,l Mr From 384.0 to 416.0 mg ofCnH1sO2 (ibuprofen) 
H6ynpocpett per tablet. / 

OT 384,0 )lo 416,0 Mr CnH1sO2 (H6ynpocpeu) s 
m6neTKe. 

Pitofenone 4.969 mg I 4,969 Mr From 4.5 to 5.5 mg ofC22H2sNO.rHCl (pitofenone 
hydrochloride / hydrochloride) per tablet. / 
flHTO<peHOHa OT 4,5 )l0 5,5 Mr C22H2sNO-1· HCI (nHToq>ettoua 
rH,!I.p0XJJ0pH,!I. rn,11.poxnopH!l) s m6neTKe. 

Fenpiverinium 0.0995 mg I 0,0995 Mr From 0.09 to 0.11 mg of C22H29BrN20 
bromide / (fenpiverinium bromide) per tablet. 
<I>eHDHBepHHIUI OT 0,09 ,!J.0 0,11 Mr C22H29BrN2O (cpeumrnep11u1151 
6pOMH,!J. 6poMH,!J.) s Ta6JJeTKe. 

.. 

-·- rr=======================:::::;;::===============::::;i 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe"lanue: TTpo.llyKT cooTBeTcTByeT Tpe6osaum1M H,Z:F \ 3aKJ11011euue: O,11.OEPEHO ::=:::::=======::::::::::::;~=========::::::;;==::::::::;i:=======: 

• , ", Prepared by / 
. ll0JJ,roToBJ1euo: 

Ramakant 

Date/ 
Jl.aTa: 30.11.2025 

Checked by I 
ITposepeuo: Pardeep 
Kumar 

=1-;--
Date / 
,[(am: 30.11.2025 

Checked 
Ilpoeep 

bbi he 

A I 
): 

Chauha 

Approved by: Quality Assurance/Authorized person;/ 
O,no6pe1-10: O6ecrre1IeHHe Kal!ecTsa/OrneTCTBeuuoe ' 
JJHIJ0: 

''

Date/ sti--11...-'?A'1J 
__ ,[(am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

Product : Novigan, film~coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTHcJ>MKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, Nalaga rh Road, Baddi, 

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

1-ei: -;-S i ~2, iGS 56001-02 

www.drr2dd11s.com 

. . . ; 

: Hoo.11.y11.c--r: Hosnra u", Ta6nenm. n0KPbITb1e nnenoqnou o6ono'ltcon .. . • :'.11 11 

Market/ PbIHOK : Russia/ Pocci,rn 

Batch No./ 
V2502297 

Batch Quantity / 12,00,000 tab/ 

CepnH N!! 
: 

PaJMep cepnu 
: 12,00,000 Ta6 

Analytical Report No./ 
: 040003199405 

Date of Analysis / 
: 30-11-2025 

AnaJJHTH'lectcHH OT'leT .N"! .ll:aTa ananuJa 
Date of Manufacture/ 

11/2025 
Date of Expiry / 

10/2030 
.ll:aTa npOHJB0.llCTBa 

: 
ron:en .llO 

: 

Mfg. License No./ 
IlpOH3B0./lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : .JIIl-.N"2(005665)-(Pr-RU) 
JIHU,eHJHSI .N°! 
Analysis performed accordin2 ND No./ Ana.run npoBe)leH no H)], .N"2: .JIIl-.N"2(005665)-(Pr-RU)-100624 

10 

11 

12 

13 

Pa2e 6 of 8 / CTP. 6 HJ 8 
Package/ Ynaicosica IO tablets in a aluminum foil laminated with IO 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. I or 2 blisters and patient information leaflet 
Ta6neTOK B 6m-1cTep H3 aJIIOMHHtteaofi in a carton pack. / no 10 Ta6neTOK B 6nttcTep tt3 

cpOJibrH, naMMHHpOBaHHOH flOJIHBHHHJIXJIOPMJJ.HOH rrne11K1-1/amoM1-11111eaofi 

optteHTHpOBaHHblM ITOJIHaMHJJ.OM H cponbfH HJIH B 6JJttCTep H3 aJJIOMHHHeBOH cjiOJlbrH, 

ITOJIHBHHHJIXJIOpHJJ.OM/aJIIOMHHHeBOH JJaMHHHpoBaHHOH op11eHTHpoBaHHblM ITOJJHaMHJJ.OM 

cponhrn. no 2 6n11cTepa c HHcTpyKu11efi no 11 ITOJIHBHHHJIXJIOPHJlOM/amoMMHHeBOH !pOJlbfH. no 

rrpwMeHeHHIO B rra'IKY KapTOHHylO. 1 HJIH 2 6JJHCTepa C HHCTPYKUMeH no rrp11MeHeHHIO 
B na'l:KY KapTOHHylO. 

Labeling/ Complies as prescribed I According to ND I 
Mapicuposica CooTBeTcTByeT Tpe6oBaHIUIM 8 COOTBeTCTBHH C H.IJ: 

Storage conditions / At temperature below 25°C I nptt TeMrrepaType ue BbJIIIe 25 °C . 

Xpaneuue 

Shelf life / Cpotc 5 years I 5 neT 
rOJJ.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./ 
* - TipoBO.lllfTCH npOHJBO.lllfTCJleM npn BhlnYCKe nepHO.lllf'leCKH: .llJlH KalK.IIOU 20-oii cep1111 IIJlll He Me11ee 1 pa1a B ro.11. TioKa3aTeJJb 
MO:¥.fT Ql,ITf, m.· 11~".'ll(ltll'H R l'Pl'THlfuu.-aT aua rnna ''"'l'MJ..I 

Remarks :'.The Product confirms to ND/ Conclu ion : APPROVED/ 
Ilp1me•rn1rne: Ilpo.11.yKT COOTBt:TCTBye-r Tpe6oeaH.HJfM H.IJ: t 3ateJJJO'lenne: O,LI.OliPEHO 

Prepared b_j,I. 
n o,AroTOBJl 

0

HO: 

R, makam w 
D ate/ 

,UaTa: 30.11.2025 

Checked by / . Checked/ y (AQA) / . < Approved by: Quality Assurance/Authorized person / 
np0Bepe110: Pardeep =, ITposep~F o (AOK): 0,ao6peHo: 06ecrreqe1111e Ka'lecTBa/OTBeTCTBeHttoe 

Kumar Abhishe Chauha / ·~ ~ 
Date/ !Date I II~::: (]D--11~ ?Al~ 
Aarn_: 30.11.2025 :,[la.a: 30.11.2025 

Registered Office : 8-2-337, Road No. 3, Banj2ra Hilis, Hyderabad - 500034,. Telangana, India 
Tel: +9140 4900 2900, F;;x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drrecidys.com 

I 



•·· Dr.Reddy's ~;• 

Product : Novigan; film-co-ated tablets 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHA.JIM3A 

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

\'JW':.. drre<::J,1~. com 

~- . "·· ..... . 
Ilrionvn: HoBwrau''", Ta6JJenrn, noKPblTbte nJJeHo'-lnou o6oJJo'IKOH .. I •• I . ... I 

Market / P1,rnotc ' : Russia/ Pocc11.11 .,, 

Batch No./ 
V2502297 

Batch Quantity/ 12,00,000 tab / 
CepuH .N"!! 

: 
PaJMep cep1111 

: 12,00,000 Ta6 
Analytical Report No./ 

: 040003199405 
Date of Analysis / 

: 30-11-2025 
AuaJJHTlf'lectcuu 0T'-leT N2 )].aTa anaJJHJa . 
Date of Manufacture / 

11/2025 
Date of Expiry / 10/2030 

)laTa npOH3B0,IJ.CTBa 
: ro,11,eH )lO : 

Mfg. License No./ 
flpOH3BO,/lCTBCHHaH : MNB/05/263 MA number: / HoMep PY : .JIIl-N2(005665)-(Pr-RU) 
JJHUeHJHH N2 

Analvsis performed accordin2 ND No. I Ana.run npoeeneu no H/{ N2: .JITI-N2(005665)-(Pr-RU)-100624 
Pa2e 7 of 8 I Crp. 7 H3 8 

API name/ nauMenoBauue A<l>C: l16yrrpocpeH TI1nocpe11011 
<l>eHDHBepHHIUI 6pOMl111 I 
Fenpiverinium bromide 

INN /MHH: Ibuprofen Pitofenone Fenpiverinium bromide 

API manufacturer batch number / 
HoMep cepuu npoHJBOllHTeJJH PIBM250229 PF/224001 FA/225003 
A<l>C: 

FP Manufacturer API Batch 
number/ 

FESA00503 FERA00223 FESA00478 
HoMep cepuu cy6crnnuuu 
npOH3B011HTeJIH r JI (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 <t>apMa 

I India/ 
IlpouJeo11unJ11> A<l>C, cTpana: P JI <t>attH KeM TIBT. JIT,11,., P JI <t>attH KeM ITBT. JIT,n., 

CatteHCH3 JittMHTe,n, 
l1HAH.!I l1H1IHH 

l1H,11_HH 

Name, address, authorization No 
for FP manufacturing sHeJ Conlrol 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 / 
IlpuMe'lanue: -IlponyKT cooTBeTcTByeT Tpe6osaHHHM H)l 3atcmo11enue: O,I(06PEHO 

Prepared by / . 
Tio,11,roToBneHo: 
Ramakant 

~1 
Date/ 
)larn: 30.11.2025 

<!l.1.ecked by / Check4 d by (AQA) / Approved •h)~.Quality As urancc/ Authorized person / 
TipGsepcHo: Pardeep Ilpose CHO (AOK): O,rro6petto:-O6ecnet.Je1111e Kat1ecTsa/OrneTc:raeH11oe 
Kum ar Abhis ·k Chauhan 

nn~ 
~ 

Date/ IIDate I 'Date/ 'J ~ r ),fJ 7 s 
Aina: 30.11.2025 :)];am: 30.11.2025 Jl.am: 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, F~x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

Product : Novigan,• film~coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTHcJ>lfKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vii i. Khol, Nalaga rh Road, Baddi, 
Distt So lan, H:P., 173 205, INDIA 
-1-c i . +S i SSi66 56001-02 
www.drreddvs.com 

•• f. .: . . I• • ' 
. .. 

Ilpo11vicr: HoBuran®, Ta6nencu; noxpi.1Tb1e nnenolfnou o6ono'IKOH . .. ··~~ -· .. --
Market/ P1,rnoK : Russia/ Poccm, . : 

Batch No;/ 
V2502297 

Batch Quantity / 12,00,000 tab / 

Cepus1 .M! 
: 

PaJMep cepuu 
: 

12,00,000 Ta6 

Analytical Report No./ 
: 040003199405 

Date of Analysis / : 30-11-2025 
AnaJIHTH'leCKHU OT'leT N2 ,11,aTa ananuJa 

Date of Manufacture I 
11/2025 

Date of Expiry / 
10/2030 

)laTa npOH3B0/lCTBa 
: 

ro11eH /10 
: 

Mfg. License No./ 
flpOH3BO~CTBeHH3H : MNB/05/263 MA number: / HoMep PY : Jlll-N2(005665)-(Pr-RU) 

JJHUeHJHR N2 

Analvsis performed according ND No./ Anamn nposeJJ.eH no HLl N2: Jlll-N2(005665)-(Pr-RU)-100624 
Paec 8 of 8 I C,rp. 8 HJ 8 

HauMeHOBaHHe, a11pec H HOMep ITpoH3BO/lCTBeHHoe noJJ.paJ)leneHHe-6, BHnn. Kxonh, Hanarapx PoyJJ., Ea,n.nH, JJ:HcTpHKT 
JJHUeHJHH UJIOUJ,aJlKH, ConaH, x.rr., 173205, I1H/IH~ (Jlm-1eH3H~ N2 MNB/05/263) 
ocyUJ,eCTBJIHIOUJ,eH 
npOH3B0~CTBO/KOHTpOJib 
Ka'leCTsa/BbIDVCK r JlcJ> 
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». 

3aKmoqeuue O COOTBeTCTBUU: HacT051lll,11M 51 IIO,ll.TBep)l(,ll.alO, qTQ np11Be,ll.eHHa51 Bb!llle 11H<pOpMaU,1151 51BJI51eTCjj 
,ll.OCTOBepHOH 11 TQqHOH. 3m cepmr IIpO.D.YKI.(11M IIpO113Be,ll.eHa (BKmoqa51 ynaKOBKY (MapK11pOBKy) 11 KOHTpOJib KaqecTBa) 
Ha BbillleyKa3aHHOH IIpO113BO,ll,CTBeHHOH IIJIOlll,a,ll.Ke (n11oma.D.Kax) B IIOJIHOM COOTBeTCTBl1M C Tpe6oBaHl151MM IlpaBl1JI 
Ha,D,Jie)l(alll,eH IIp0113BO,ll.CTBeHHOH npaKTl1Kl1 EBpa311HCKOfO 3KOHOM11qecKoro COI03a 11 Tpe6osaHl151Ml1 KOHTpOJISI: Kaqecrna 
JieKapcTBeHHblX cpe,ll.CTB, a TaIOKe B COOTBeTCTBl111 co cneu,11<p11Kall,1151Ml1, CO,ll.ep)l(alll,11MHC51 B per11cTpau,11OHHOM ,ll.OCbe 
CTpaHbl-11MIIOpTepa. 3an11c11 IIO IIpO113BO,ll.CTBY, ynaKOBKe 11 aHaJil13Y npoBepeHhl, 11 YCTaHOBJieHO 11X COOTBeTCTBHe 
Tpe6osaHl151M Ilpaa11JI Ha,ll.Jie)l(alll,eH IIp0113BO,ll,CTBeHHOH npaKTMKl1 EBpa311HCKOfO 3KOHOM11qecKoro COI03a». 

Remarks : The Product confim1Stb ND/, Conclusion : APPROYEDI- • 
IlpuMe'laHue: ITpo,nyKT COOTBest'cteyeT Tpe6oeaHH~M HJ1: 3aKJIIO'lenue: 0,11,0BPEHO,- : 

Prepared by / 
I1o)J.roTOBileHO: 

R amakant ~ , 

Date / 
.IJ:arn: 30.11 .2025 

C hecked b-yJ,.,., 11 ,:. Checked ~y (AQA) / Approved by: Quality Ass:u~ance/ Authorized person I 
ITpoeepe1-10 :.P ardeep 11poeep 10 (AOK): OJJ.o6petto: O6ecneqem,1e -Kaiiecrna/OTBeTcTBeHHoe 
Kumar Abh; ~ ,n JIHUO: -

=k::- ~ 
Date/ !Date/ IIDate / J, o---f.J~ )-,0~ 
)].am: 30.11.2025 :.z:i:arn: 30.11.2025 ,n:arn: 

Registered Office : 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034,. Te langana, India 
Tel: +9140 4900 2900, F;:;x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
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