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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 
CEPTM<l>MKAT AHAJIM3A 

Product : Novigan, film-coated tablets 
Ilpo.u;yIIT: HoBHraH®, Ta6JJeTKH, UOKPhlThle nJJeHO'IHOH o60JJO'IKOH 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600819 

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

CepHH N2 Pa1Mep cepHH 12,00,000 Ta6 

Analytical Report No. / 
: 040003370416 

Date of Analysis / 
: 24.04.2026 

AHaJJHTH'leCKHii OT'leT N2 ,UaTa aHaJJH3a 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2031 
,UaTa npOH3BOJJ;CTB3 

: 
ro.u;eH .u;o 

: 

Mfg. License No./ 
IlpOH3BOJJ;CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JIIl-N2(005665)-(Pr-RU) 
nnueH3HH N2 
Analysis performed according ND No./ AHamn np0Bet1.e11 no Hll N2: JIIl-N2(005665)-(Pr-RU)-100624 

Page 1 of8 / CTp. 1H38 

N2 Test / IloKa1aTeJJb Result/ Pe3yJJbTaTbl Specification/ HopMa 

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

OnHC3HHe debossed with NOVIGAN on one side. On with NOVIGAN on one side. On a cross section 
a cross section white core. / Kpyrnb1e white to off-white core. I Kpyrnb1e 
,UBOHKOBbIITYKJJbie Ta6JJeTK11, noKpbITble ,UBOHKOBbinYKJJbie Ta6JJeTKI1, noKpblTbie 
nJJeHO<fHOH 060J10L1Kott 6eJJoro u:seTa, C nJJeHO<fHOH 060J10L1Kott 6enoro u:seTa, C 
rncHeH11eM NOVIGAN Ha O.UHOtt crnpoHe. THCHeH11eM NOVIGAN Ha o,uHott crnpoHe. Ha 
Ha nonepe<!HOM pa3pe3e ».u;po 6eJJoro nonepe<!HOM pa3pe3e ».u;po OT 6eJJoro .uo IlO<fTI1 
U:BeTa. 6eJJoro u:seTa. 

2 Identification/ Tio,llJJHHHOCTb 

2a Ibuprofen/ The retention time of the main peak on the The retention time of the main peak on the 
l16ynpocpeH 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)KHBaHHH OCHOBHOro (section Assay)./ BpeMH y.uep)KHBaHHH OCHOBHOro 
nnKa Ha xpoMaTorpaMMe 11cnbITyeMoro TIHKa Ha xpoMaTorpaMMe HCTibITyeMoro paCTBOpa 

pacTBopa COOTBeTCTByeT speMeHH ,UOJl)KHO COOTBeTCTBOBaTb BpeMeHH y.uep)KHBaHHH 
y .uep)l<HBaHHH OCHOBHOro TIHKa Ha OCHOBHOro TIHKa Ha xpoMaTorpaMMe pacTBopa 
xpoMaTorpaMMe pacTBopa CTaH,uapTHOro CTaH,uapTHOfO 06pa3u:a n6ynpocpeHa (pa3,ueJ1 
06pa3u:a n6ynpocpeHa. «KoJJnqecTBeHHoe onpe,ueJJeHne»). 

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 / 
UpnMe'laHne: Tipo,uyKT cooTBeTcTByeT Tpe6osaHHHM H)l 3aKmo•1cu11e: O,UOliPEHO ::=:::::========;-;::::::========;-;::::::========= 
Prepared by/ 
n owoTo-eJJeHo: 

Ramakant . +-
iJU'/ 

Date/ 
llarn: 24.04.2026 

Checked by/ 
npoeepeHo: Pardeep 

Kumar ~ 

Date / 
)lam: 24.04.2026 

Checked by (AQA) / 
ITpoeepeHO (AOK): Amit 
Kumar 

Date I 
)laTn: 24.04.2026 

Approved by: Quality Assurance/Authorized person I 
O.a.06pJ1'19~,?6;cne4em1e Ka1.JecTBalOTBeTCTBeHHoe 
flHU,O : 1 / hi)JU IC:.g._,J\_,1'\ 

Date/ 
.Uarn: 

\ J 

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: L8519SAP1984PLC004507 
www.d1-reddys.com 



•·· Dr. Reddy's ~;• 
D1·. Heddls Laboratories i_tcl . 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 

Distt. Solari, H.P., J 73 205, INDIA 

Tel : t91 98166 56001-02 
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CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product : Novigan, film-coated tablets 
Ilpo,11,y1CT: HoBurau®, Ta6JJenrn, nmcpbITMe nJJeuoquoii 060JJO'fKoii 

Market/ Pbluoic : Russia/ PocCI-rn 

Batch No./ 
V2600819 

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

CepuH N2 Pa3Mep cepuu 12,00,000 Ta6 

Analytical Report No./ 
: 040003370416 

Date of Analysis / 
: 24.04.2026 

AuaJJHTH'fecicuii OT'feT N2 ,11,aTa auaJJH3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2031 
)J.aTa np0H3B0,11,CTB3 

: 
ro,11,eu ,11,0 

: 

Mfg. License No./ 
IlpOH3B0,ll,CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JIII-N2(005665)-(Pr-RU) 
JIHUeH3HSI .N'2 
Analysis performed accordinl! ND No./ Anamn np0Be,11,e11 no H,11, N2: JIII-N2(005665)-(Pr-RU)-100624 

Page 2 of 8 / CTp. 2 H3 8 
bromide/ hydrochloride and fenpiverinium bromide fenpiverinium bromide peaks on the chromatogram 

ITHTO<peHOHa peaks on the chromatogram of standard of standard solution (section Assay). / BpeMeHa 

rH,/lpOXJIOpH,/l H solution. I BpeMeHa yAep)KHBamrn yAep)KHBaHHll OCHOBHbIX UHKOB Ha 

cpeHUHBepHHHll OCH0BHblX UHKOB Ha xpoMaTorpaMMe xpoMaTorpaMMe HCUhITyeMoro paCTBOpa )],OJl)KHbl 

6pOMH)], HCUhITyeMoro pacrnopa COOTBeTCTBYIOT C00TBeTCTBOBaTb BpeMeHaM y )],ep)KHBaHHll 

speMeHaM yAep)KHBamrn OCHOBHbIX UHKOB OCH0BHblX UHKOB UHTO<peHOHa rH)],pOXJIOPHAa H 
UHTO<peHOHa rttApoxnopHAa H <fieHUHBepHHHll 6pOMH)la Ha xpoMaTorpaMMe 
<peHIIHBepHHHll 6poMHAa Ha CTaHAapTH0ro pacrnopa (pa3)leJI 
xpoMaTorpaMMe CTaHAapTuoro pacTBopa. «Kon111-1ecTBeHHoe onpe,/leJieHtte»). 

3 Average weight/ 564.3 mg I 564,3 Mr 570.0 mg± 3 % (552.9 mg to 587.1 mg)/ 

Cpe.a;HHSI Macca 570,0 Mr± 3 % (OT 552,9 Mr )],0 587,1 Mr) 

Ta6JJeTKH 

4 Disintegration / 04 min 19 sec/ 04 MHH 19 ceK Not more than 30 min I He 6onee 30 MHH 

Pacna)],aeMOCTb 

5 Dissolution/ PacrnopeHHe 

a) Ibuprofen / Unit-I/ Ta6n.-1 98 % Not less than 70 % (Q) of labeled amount of 

l16yrrpo<peH 
Unit-2 / Ta6n.-2 100 % 

ibuprofen (C13H1sO2) is dissolved in 30 minutes./ 
He Mettee 70 % (Q) OT H0MHHaJlbHOro CO)],ep)KaHHll 

Unit-3 / Ta6n.-3 100 % H6yrrpocpetta (C13H1sO2) AOJI)KHO pacTBOpHThCll 3a 

30 MHH. 
Unit-4 / Ta6n.-4 100 % 

Unit-5 / Ta6n.-5 100 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'fauue: ITpoAyKT cooTBeTcTByeT Tpe6osaHHl!M H,l.( 3aKJIIO'feuue: O.IJ:OEPEHO 
~====::::::::::::::::::::::::-=========:::::;-;:=:::::::::::===========: 
Prepared by / 
ITo)],rOTOBnetto: 
Ramakant 

Date/ 
,[(am: 24.04.2026 

Checked by/ 
ITpoeepeuo: Pardeep 
Ku mar 

~ 
Date / 
)J,arn: 24.04.2026 

Checked by (AQA) / 
TTpoeep1mo (AOK): Amit 
Kumar 

Date / 
.[lam: 24.04.2026 

Approved by: Quality Assurance/Authorized person / 

0)],06~:, ?~~crre'-!eHHe Ka'-!ecrna/OTBeTCTBeHHOe 

JI HU.O: \J~ \ct{,,UU""--1 

Date / 
)J.ara: 

Registered Office: 8-2-337, Rood No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: ,9140 4900 2900, Fax: +91 40 °\900 2999, Ern2il: rnail@drrerldys corn 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTif<l>lfKAT AHAJllf3A 

Ilpo)l;ytcr: HosuraH®, Ta6JieTKH, noicpbITbie nneHO'IHOH 060JIO'IKOH 

Market / PbIHOK : Russia/ Poccwll 

Batch No./ 
V2600819 

Batch Quantity / 
Cepus1 N2 

: 
Pa1Mep cepuu 

Analytical Report No./ 
: 040003370416 

Date of Analysis / 
AHaJiuTH'lecicuu OT'leT N2 ,UaTa aHaJiuJa 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
,UaTa UPOH3B0,/l;CTB3 

: 
ro,/l;eH AO 

Mfg. License No./ 
IlpoU3BOACTBeHH3H : MNB/05/263 MA number: / HoMep PY 
JIUl\eHJUH N2 

D1-. Reddy's l.abor·ato rie s Ltd . 
r-ormul ation Unit-G 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, rl.P., 173 20S, INDIA 

Tel : +9 1 98166 5600J -02 
www.cir1·eddys.com 

12,00,000 tab/ 
: 

12,00,000 Ta6 

: 24.04.2026 

: 03/2031 

: JIII-N2(005665)-(Pr-RU) 

Analysis performed accordin2 ND No. / A,mmn nposeneu no H,U N2: JIII-N2(005665)-(Pr-RU)-100624 
Paac 3 of 8 / CTp. 3 u3 8 

Unit-6 / Ta6n.-6 100 % 

b) Pitofenone Unit-1 / Ta6n.-l 104 % Not less than 75 % (Q) of the labeled amount of 
hydrochloride/ pitofenone hydrochloride (CnH1sN04• HCI) 
Iliffo<peHoHa Unit-2 / Ta6n.-2 104 % dissolved in 30 minutes. / He MeHee 75 % (Q) OT 
n!ApOXJJOpH,n Unit-3 / Ta6n.-3 92 % HOMHHaJlbHOro co.nep)l(aHHll flHTO<peHOHa 

fH,!1.p0XJI0pH.D.a (C22H2sNO4• HCI) ,!1.0Jl)l(HO 
Unit-4 / Ta6n.-4 101 % paCTB0pHTbC/1 3a 30 MHH. 

Unit-5 I Ta6n.-5 101 % 

Unit-6 / Ta6n.-6 101 % 

6 Related substances / Po.D.CTBeHHhJe npwMecw 

Any single impurity/ Below BDL (BDL= 0.03 %) / Hw)[(e Not more than 0.3 % / 
JI106ai1 e.D.wuwrna» nopora perncTpauww (TIP =0,03 %) He 6onee 0,3 % 
npwMech 

Total impurities/ Below BDL / Htt)l(e nopora perncTpauww Not more than 0.7 % / 
CyMMa npwMeceii He 6onee 0,7 % 

7 Microbial purity*/ MwKpo6wonorw-1ecKall 'IHCTOTa* 
a) Total aerobic NA Not more than 103 CFU/g / 
microbial count/ He 6onee 103 KOE/r 
O6mee ttwcno 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: TTpo,uyKT cooTBeTcTByeT Tpe6osaHHllM H.[{ 3aKJIIO'leHue: O,UOliPEHO 

1:=::========:;;::::==========,;:::========:::; 
Prepared by / 
ITo,!1.rOTOBJieHo: 

Checked by / 
Tipoeepe1-10: Pardeep 
Kumar 

Checked by (AQA) I 
TTposepeHo (AOK): Amit 
Kumar 

Approved by: Quality Assurance/Authorized person / 

Rama 

Date/ 
JJ:am: 24.04.2026 

d-e;-
Date/ Date/ 
.[{am: 24.04.2026 .[{am: 24.04.2026 

0.no6peHo: 06ecne4eu11e Ka•1ec-rea/OrsercTBeHHoe 

1111uo: ~ ~ )U?,t,vtiV'V) 

Date I 
.[{am: 

Registered Office: 8-2-337, Road No. 3, BJnjara Hill s, Hyderabad - 500034, Trlangan a, India 

Tel: -, 91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: l 8519SAP1984PLC004507 

www.drredrJys com 



•·· Dr.Raddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIII3A 

Dr. Reddy 's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalaga rh Road, Baddi , 

Distt. Solan, H.P., J 73 205, INDIA 

Tel : t91 98166 56001-02 

www.drreddys.com 

IlpoJJ.yKT: HosHraH®, Ta6J1eT1rn, noKPblTble nJ1eHOl.fHOH 060J101.JKOH 

Market/ PMHOK : Russia I Pocc11l! 

Batch No./ 
V2600819 

Batch Quantity/ 12,00,000 tab I 
Cepusi .N'2 

: 
Pa3Mep cepHH 

: 
12,00,000 m6 

Analytical Report No./ 
: 040003370416 

Date of Analysis / 
: 24.04.2026 

AHaJ1HTHl.fec1rnn OTl.feT .N'! llaTa aHaJ1113a 
Date of Manufacture/ 

04/2026 Date of Expiry / 
03/2031 

llaTa npoH3BOJJ.CTBa 
: 

roJJ,eH JJ.0 
: 

Mfg. License No./ 
IlpOH3BOJJ.CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-.N'2(005665)-(Pr-RU) 
J1Hl~eH3HSI .N'! 
Analysis performed according ND No./ AHamn npoeeJieH no H.l]. .N'2: JITI-.N'2(005665)-(Pr-RU)-100624 

Paee 4 of 8 / CTp. 4 HJ 8 
a3p06HbIX 
M11KpoopraHl13MOB 

b) Total combined NA Not more than 102 CFU/g I 
yeasts and mould He 6onee 102 KOE/r 
count I O6w;ee 1.J11cno 
,UpO)IOKeBblX 11 
nnecHeBblX rpM60B 

c) E.coli NA Shall be absent in lg/ 
AomKHhI oTcyTcTBoBaTb B 1 r 

8 Uniformity of dosage units/ OJlHOPOAHOCTh A0311POBaHMll 

Ibuprofen/ 0.9 Acceptance value (AV) should be not more than 

116yrrpo<peH 15.0. I IloKa3aTeJib np11eMJieMocT11 (AV) AOJI)l(eH 
6hnh He 6onee 15,0 

Pitofenone 6.1 Acceptance value (AV) should be not more than 

hydrochloride/ 15.0. I IloKa3aTeJib rrp11eMJieMOCT11 (AV) JlOJJ)l(eH 

I1HTO<peHOHa 6hITh He 6onee 15,0 
rHJlpOXJIOpHJl 

Fenpiverinium bromide 8.0 Acceptance value (AV) should be not more than 

/ <l>eHn11sep11H11l! 15.0. I IloKa3aTeJJb rrp11eMJieMOCTH (AV) .U.OJI)l(eH 

6pOMHA 6h1Th He 6onee 15,0 

9 Assay I Kon111.JecTBeHHoe orrpe)leJ1eH11e 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMel.faHue: IlpOJlYKT COOTBeTCTByeT Tpe6oBaHl1llM H)], 3aKJ110l.feH11e: O,II.OliPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person / 
TTo.u.rOTOBJleHo: TTposepeHo: Pardeep nposepetto (AOK): Amit OJJ.o6~ : O6ecn 'lf lme Kat:fecTsa/OrneTcTBeHHOe 

R ama~a,t t Kumar 

L-
Kumar 

~ - n111.1,o\ J " I atM\¥\ ~ 
~ ~~y (a. • ·"°"' l. 

!
Date/ ' Date/ IDate / I Date I ' I 

< , 
1/J 

)],am: 24.04.2026 )laTa: 24.04.2026 :)],am: 24.04.2026 ,c )].am: 

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

Tel: +9140 4900 2900, Fax: -;-91 40 4900 299 9, Em2il: mai l@drrectdy5 com 

CIN: L.8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : i-91 98166 56001-02 
www.drrecidys.com 

CERTIFICATE OF 'ALY IS 
EPHl<l>MKAT AHAJUl3A 

Product : Novigan, film-coated tablets 
nr,0,11.yKT: HoBlffall® Ta6J1eT1m , n0KPblTble UJieHO'IHOH o6oJIO'IKOH 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2600819 

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

•cel)IIH X2 Pantcp cep111I 12,00,000 Ta6 
Analytical Report No. / 

: 040003370416 
Date of Analysis/ 

: 24.04.2026 
AHaJlHTH'leCKHH OT'leT .N'2 

1

}.laTa ananuJa 
Date of Manufacture / 

04/2026 Date of Expiry/ 
03/2031 : : 

..llaTa np0UJB0.llCTBII roJJ,eH JJ,O 

Mfg. License No./ 
IlpOHJBOJJ,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(005665)-(Pr-RU) 
JI II llCH3 1UI .N'2 

1Analysis performed accordiul! ND No. / A11an11J n1>0Bet1,e11 no l lll .N'2: JIIl-.N'2(005665)-(Pr-RU)-100624 

Ibuprofen/ 399.2 mg I 399,2 Mr 
116ynpoq>eH 

Pitofenone 5.040 mg I 5,040 Mr 
hydrochloride/ 
[hnoq,ettotta 
rn.11poxnopl1Jl 

Fenpiverinium 0.0996 mg I 0,0996 Mr 
bromide/ 
<l>eHTil1Bep11Hl1JI 
6pOMl1,!1, 

Remarks : The Product confirms to ND/ 
ITp11Me'lauue: npoJJ.yKT C0OTBeTCTsyeT Tpe6oBaHHJIM H.U 

Prepared by/ Checked by / Checked by (AQA) / 
TT0J1r0Tosnetto: TTpoaepeHo: Pardeep ITpoeepeno (AOK): Amit 

Ramaka t 3/ Kuma,· ~ Kuma, (\--1--
Date/ 
l(aTa: 24.04.2026 

Date/ 
)laTa: 24.04.2026 

'Date/ 
,Uan~: 24.04.2026 

Page 5 of 8 / Cn>, 5 HJ 8 
From 384.0 to 416.0 mg ofC13H1sO2 (ibuprofen) 
per tablet. / 
Or 384,0 JlO 416,0 Mr C13H1sO2 (116ynpocpett) B 
Ta6neTKe. 

From 4.5 to 5.5 mg of C22H2sNO4• HCI (pitofenone 
hydrochloride) per tablet. / 
Or 4,5 .110 5,5 Mr C2~ l-bsNO4•HCI (mnocpettotta 
rn.11poxnop11.11) B Ta6neTKe. 

From 0.09 to 0.1 1 mg of C22H29BrN2O 
(fenpiverinium bromide) per tablet. 
Or 0,09 ,no 0, 11 Mr C22H29BrN2O ( cpettn11sep11H11J1 
6poM11.ll) B Ta6neTKe. 

Conclusion : APPROVED / 
3a1m1oqeuue: O.l(OBPEHO 

Approved by: Quality Assurance/Authorized person/ 
O.1106M~ ~~ecneqeHJ-1e Kaqecrna/Or0eTCTBeHttoe 
JlH u.o \J ~ \[tll\,A\A"\ 

I Date/ 
)],am: 

Registered Office: 8-2-337, Road No. 3, Banja ra 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 ~f• Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, fl.P., J 73 205, INDIA 

Tel: 1-91 98166 56001-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIHJA 

Product : Novigan, film-coated tablets 
Ilpoti;yK'f: Hosurau®, Ta6JJencu, noicpb1Tb1e nJJeuoquoii o6oJJO'IKOH 

Market/ PblHOK : Russia I Pocc,rn 

Batch No./ 
V2600819 

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

CeoHH N2 Pa3Mep cepHH 12,00,000 Ta6 

Analytical Report No./ 
: 040003370416 

Date of Analysis / 
: 24.04.2026 

AuaJJHTH'leCKHii OT'leT N2 )I:aTa auaJJH3a 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2031 
)I:aTa npOH3BOACTBa 

: 
roti;eu AO 

: 

Mfg. License No./ 
IlpoHJBOJJ;CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(005665)-(Pr-RU) 
JJHUeHJHH N2 
Analysis performed according ND No./ Auamn npose)leu no H)], N2: JITI-N2(005665)-(Pr-RU)-100624 

10 

11 

12 

13 

Page 6 of 8 / CTp. 6 H3 8 
Package/ Ynaicosica 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 

Ta6JieTOK B 6JHICTep 113 aJIIOMl1Hl1eBOH. in a carton pack. / Tio 10 rn6JieToK B 6n11cTep 113 

<pOJihrH, JiaMl1H11pOBaHHOH. UOJil1B11Hl1JIXJIOp11AHOH. nJieHKl1faJJIOMl1Hl1eBOH. 
op11eHT11poBaHHblM n0Jil1aM11A0M 11 <pOJihrl1 11Jil1 B 6Jil1CTep 113 aJIIOMl1Hl1eBOH. <pOJ1hrl1, 

nOJ111B11Hl1J1XJIOp11AOMfaJJIOM11Hl1eBOH. naMl1H11pOBaHHOH. opHeHTHpOBaHHblM IlOJIHaMHAOM 

<pOJibrH. Tio 2 6JIHCTepa c HHCTPYKU11eH. no 11 ITOJ111B11Hl1JIXJIOpHAOM!aJJIOMl1Hl1eBOH. <pOJihrl1. Tio 

rrp11MeHeH1110 B rra'lKY KapTOHHYIO, 1 11n11 2 6mtcTepa c HHCTPYKUHew no rrpHMeHeH1110 
B rra'lKY KapTOHHyIO. 

Labeling/ Complies as prescribed I According to ND I 
MapKHpOBKa CooTBeTCTByeT Tpe60BaHJ1jiM B cooTBeTCTB1111 c HA 

Storage conditions / At temperature below 25°C / TipH TeMrrepaType He Bh1we 25 °C. 

Xpaueuue 

Shelf life / Cpoic 5 years / 5 JieT 

roti;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./ 
* - IIpoBO)lHTCH npOIBBO)lHTeJieM np11 Bhmyci.:e nepllOJlH'leCKII: )lJUI Ka;KAOH 20-oii cepmt IIJJII He MeHee 1 pa3a B ro)l. IIoKa3aTeJJb 
MOiKeT 6h1Tb He BKJJIO'leH B cepn11tmKaT aHaJllna lj!HpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
BpuMeqauue: npo.nyKT cooTBeTcTByeT Tpe6oBamrnM HA 3aicJJioqeuue: O)I:OliPEHO 

Prepared by / 

noAr OTOBJieHO: 

Rru. a~_t 

Date/ 

Aa-ra: 24.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TipoBepetto: Pardeep npoeepe,-10 (AOK): Amit OAo6p~ : O6ecrre'IeH11e Ka'IecTBalOTBeTcTBeHHoe 
Kumar 

~ 
Kumar JIH uo: iloJ f C~.J\J\,v\ 

(\_A--- rJoW .... 1 
Date/ Date / Date/ I ~ C --yv iJ/> J.1" 

Aan: 24.04.2026 }J,aTa: 24.04.2026 Aarn: C 

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

Tel: +91 40 4900 2900, Fax: +9J 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drredcJys.com 



•·· Dr. Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Dr. Reddy's Laboratories L.td . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., J 73 205, INDIA 

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

Ilpo,nyKT: Hosurau®, Ta6JieTKH, nOKPLITble nJieHO'fHOH o6oJIO'fKOH 

Market/ PLIHOK : Russia/ PocrnH 

Batch No./ 
V2600819 

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

: 
Pa3Mep cepuu 

: 
12,00,000 Ta6 

Analytical Report No. / 
: 040003370416 

Date of Analysis/ 
: 24.04.2026 

AuaJIHTH<teCKHH OT<teT .N"2 .llaTa anaJIHJa 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2031 
.llaTa npOH3B0,l(CTBa 

: 
ro_neu AO 

: 

Mfg. License No./ 
IlpOH3B0,l(CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N"2(005665)-(Pr-RU) 
JIHUeH3HH .N"2 
Analysis performed accordin2 ND No./ Auamn npoBeaeu no Hll .N"2: JIII-.N"2(005665)-(Pr-RU)-100624 

Pa2e 7 ofS I CTp. 7 HJ 8 

API name/ uauMeuosauue A<l>C: 116ynpoqiett IIHTOq>eHOH 
<l>ettrmsepttHHll 6pOM11A / 
Fenpiverinium bromide 

INN /MHH: Ibuprofen Pitofenone Fenpiverinium bromide 

API manufacturer batch number / 
1201/26/A-

HoMep cepuu np0H3BOAHTeJIH 
0028B,1201/26/A-0029B 

PF/225010, PF/225012 FA/225006 
A<l>C: 

FP Manufacturer API Batch 
number/ 

FETA00042,FETA00043 FESA00459, FESA00460 FETA00135 
HoMep cepuu cy6cTauuuu 
npOH3B0,l(HTeJIH r JI <I>: 

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

Pharmaceuticals Ltd., India 
API Manufactured by & country / 

/ 11OJ1 KeMwKanc 3HA 
I India/ 

Ilpou3BOJJ:HTeJIL A<l>C, CTpaua: 
<l>apMaCblOTJ1KaJIC JIT,n., 

P JI <l>awu KeM IlBT. JlTJJ,., P JI <l>attH KeM IlBT. JlTJJ,., 

11HA11ll 
l1tt,nm1 l1HJJ,Hll 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<tauue: IlpOAYKT cooTBeTcTByeT Tpe6osattttl!M H,U 3ai.:mo<teuue: O.llOBPEHO 
::=:::::====:::::::::=::::::::::;~===========::::::;;=::::::::::::::::::::========: 
Prepared by I 
Ilo,nroTOBJietto: 

Ramakan~

9 
Date/ 
llaTa: 24.04.2026 

Checked by/ 
DponepeHo: Pardeep 

Kumar ~ 

Date / 
llaTa: 24.04.2026 

Checked by (AQA) / 
IlposepeHo (AOK): Amit 
Kumar 

Date I 
,ll,aTa: 24.04.2026 

Approved by: Quality Assurance/Authorized person I 
OJJ,06~0: O6ecne'lemte Ka4ecTBalOTBeTCTBettuoe 
m1uo~ 1{1 W \CB./J..,_, 

Date/ 
,[(am: 

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Em2il: mail@drrecidys.com 

CIN: L85195AP1984PLC004507 

www drredcJys.com 



•·· Dr. Reddy's ~;• 

Product: Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTII<l>MKAT AHAJIII3A 

Dr. Heddy's Laboratories Ltd . 
Formulation Unit--6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, l·I.P., 173 205, INDIA 

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

IIpo.uyicr: HoBnrau®, Ta6Jienm, noKpbtTbte nJieHOlfHOH o6oJIOlfKOH 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2600819 

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

: 
Pa1Mep cepnn 

: 
12,00,000 Ta6 

Analytical Report No./ 
: 040003370416 

Date of Analysis / 
: 24.04.2026 

AuaJIHTHlfeCKHU OTlfeT .N'! ,l],aTa auaJin3a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2031 

llaTa npou3BO.UCTBa 
: 

ro.ueu .uo 
: 

Mfg. License No./ 
IIpoH3BO.UCTBeuuaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(005665)-(Pr-RU) 
JIHU,eH3HH .N'! 
Analysis performed according ND No./ Auamn npoBe.ueu no H1l .N'2: JIII-.N'2(005665)-(Pr-RU)-100624 

Page 8 of 8 / CTp. 8 u1 8 
HanMeuoBaune, a.upec u uoMep 
J1Hll,eH3HH UJIOUJ;3,UKH, 
ocyrn;eCTBJIHIOUJ;eii 
npOH3B0,UCTBO/KOHTpOJib 
KalfeCTBalBbinYCK rJI<I> 

IlpoH3BO.UCTBeuuoe no.upa3.ueneuHe-6, BHJIJI. KxoJib, Hanarapx Poy.u, Ea.u.uu, ,[{HcTpHKT 
Conau, X.Il., 173205, I1u.um1 (J1m.i;ett3Hll 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». 

3aKmoqeuue O COOTBeTCTBHH: HacTOj{mHM j{ TIO)],TBep)l()],aIO, 'ITO npHBe,l],eHHaj{ BbIIIIe HHq>OpMaIJJfj! j{BJrneTCj{ 
)],OCTOBepHOH H TOl-lHOH. 3m cepHj{ npO,lJ,YKL\HH npOH3Be,l],eHa (BKJI!Ol{aj{ ynaKOBKY (MapKHpOBKY) H KOHTpOJib Kaqecrna) 
Ha BbIIIIeyKa3aHHOH npOH3B0)],CTBeHHOH nnoma,l],Ke (nnoma)],Kax) B TIOJIHOM COOTBeTCTBHH C Tpe6osaHHj{MH ITpaBHJI 
Ha,l],Jie)l(ameti: npOH3B0)],CTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMHl-leCKOro COI03a If Tpe6osaHHj{MH KOHTpOJiji Kaqecrna 
JieKapcrneHHbIX cpe,l],CTB, a TaIOKe B COOTBeTCTB!flf co cneQH<pHKaQHj{MH, CO)],ep)l(amHM!fCj{ B perncTpaQHOHHOM )],OCbe 
CTpaHbl-HMIIOpTepa. 3aTIHCH TIO npOH3BO)],CTBY, ynaKOBKe H aHaJIH3Y nposepettbl, H ycTaHOBJieHO HX COOTBeTCTBHe 
Tpe6oBaHHj{M ITpaBHJI Ha,l],Jie)l(ameti: npOH3B0)],CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMHl-leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMelfaune: Ilpo.uyKT cooTBeTcTByeT Tpe6osamrnM H.[{ 3aKJitolfeune: O,l],OliPEHO 
::=:::::=======::::::::::::;-;=========:::::::::::==;;:==========: 
Prepared by / 
Ilo.uroTOBJieuo: 

Rama · 11 o/ 
Date·/ 
.D,ai-a: 24.04 .2026 

Checked by/ 
flposepeuo: Pardeep 
Kumar 

Dale/ 

.lJ,aT!I: 24.04.2026 

Checked by (AQA) / 
flposepeuo (AOK): Amit 
Kumar 

Date/ 

)],aTR: 24.04.2026 

Approved by: Quality Assurance/ Authorized person / 
O.uo6p·e,m: 06ecne4eH 11e Ka4CCTBal0TBeTCTBCHHOe 

1111u.o: 8 M \.cruJW\ 

Date/ 
.D,arn: 

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: L8519SAP1984PLC004507 
www drreddys.com 




