
•·· Dr. Reddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalaga rh Road, Baddi, 
Di stt. Solan, H.P., 173 205, INDIA 
Tc!I. +9 1 S316G 56001-02 
vJww.drred dys.com 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product : Novigan, film~coated tablets 
II o.a.vio-: Hosurau~, Ta·6neT1cH, noK i.1Tb1e nJieuoquoii 060JIO'fKOH 

Market/ P1,rnoK .. '· : Russia / Poccm1 I I 

Batch No. / 
Ce HH .M! 

V2502298 
Batch Quantity / 
Pa3Mep cepuu 

12,00,000 tab I 
12,00,000 rn6 

Analytical Report No./ 
AHaJIHTK'fecKHii OT'feT .N"2 

040003200375 
Date of Analysis / 
.IJ:aTa auaJIH3a 

30-11-2025 

Date of Manufacture / 
J{aTa n OH3B0,ll.CTBa 

11/2025 
Date of Expiry/ 
ro.a.eH ,ll.O 

10/2030 

Mfg. License No./ 
II pOH3BO)].CTBeHH8H : MNB/05/263 MA number: / HoMep PY : JIII-.N"2(005665)-(Pr-RU) 

Analvsis erformed accordin ND No./ Attamn n one11eu no H)l. .N"2: JIIT-.N"2(005665)-(Pr-RU)-100624 
Page 1 of 8 / '--Tp. 1 03 8 

.N"2 Test/ IloKa3aTeJib Result/ Pe3yJibTaTbl Specification/ HopMa 

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

a cross section white core. / Kpyrn1,1e white to off-white core. I Kpyrn1,1e 
ABOllKOBbinYKJibJe Ta6JieTKH, noKpb!Tbie ABOllKOBblnyKJibie Ta6neTKH, noKpb!TbJe 
nneHOYHoii o6onoYKoii 6enoro ueeTa, c nJieHOYHOH o6onoYKOH 6enoro u.eeTa, C 
THCHeH11eM NOVIGAN Ha 0.11.Hoii CTopoHe. THCHeHHeM NOVIGAN Ha 0.11.Hoii cTopoHe. Ha 
Ha nonepeYHOM pa3pe3e ll.11.PO 6enoro nonepeYHOM pa3pe3e ll.11.pO OT 6enoro .11.0 nOYTH 
usern . 6enoro ueern. 

2 Identification / ITO,ll.JIHHHOCTb 
2a Ibuprofen/ The retention time of the main peak on the The retention time of the marn peak on the 

116ynpocpeH 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./ BpeMJI yAep)l(HBaHHJI OCHOBHOro (section Assay) . I BpeMll y.11.ep)l(11BaH11ll ocHOBHoro 
DHKa Ha xpoMaTorpaMMe 1-1cnbnyeMoro DHKa Ha xpoMaTorpaMMe 11CDbITYeMoro paCTBopa 
pacrnopa COOTBeTCTByeT epeMeHH )].OJI)l(HO COOTBeTCTBOBaTb speMeHH y.11.ep)l(HBaHHll 
y.11.ep)l(HBaHl1ll OCHOBHOro DHKa Ha OCHOBHOfO n11Ka Ha xpoMaTorpaMMe pacTsopa 
xpoMaTorpaMMe pacTeopa CTaH.11.apTHOro CTaH,11.apTHOro 06pa3ua 1-16ynpocpeHa (pa3.11.en 
o6pa3ua 1-16ynpocpeHa. «KOJIHYeCTBeHHOe onpe.11.eneHHe»). 

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

'

Remarks : The Product confirtns to ND/ Cone.I us.ion: "i\PPRO ED/ 
IIpttMe1IaHue: Ilpo.11.yKr:coOTBe'l'CTByeT Tpe6osaHHJIM H.lJ: 3a i-.1110 '1elfu~:,o,n:0EPEHO 

Prepared by I Chectkcq, by / Che ke by (AQA)./ Approved by:' Quality Assurance/Authorized person / 
!10.11.roToBJieHo: TipoeepeHo: Pardeep TTposeQ mo (AOK): 0.11.06peHo: 06ecneqem,1e KaYeCTBa!OTBeTCTBeHHOe 

Ramakanl.~ [t' Kumar Abhistrc k Chauhan mw.o: 

~ d - L~f .,,,,-. -
Date / 

IIDate / 'Date/ "Date/ So,l/~?/J 7~ 
)],am: 30.11.2025 .lJ:arn: 30.11.2025 :.lJ:arn: 30.11.2025 .lJ:arn: 

Registered Office : 8-2-337, Road No. 3, Banj2 ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, F;;x: +9140 4900 2999, Email : mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www. drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vii i. Khol, Nalaga rh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tt.::I : +S 1 ~316G 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTJI <I> JIKA T AHAJIJl3A 

Product ; Novigan, film-eoated'tablets . ' ~ '.:: - .. .. I -·~ 
. 

Ilpo11vKT: HoBurau®, Ta6JieTJrn, noKPbITbie- nJieHO<JHOH o6oJio<JKOH .\ . .a,,, 
i ·"" '"' . : 

Market/ PbIHOK : Russia/ Poccm1 .. 

Batch No./ . Batch Quantity / 12,00,000 tab / 
: V2502298 : 

Cepusr .M! PaJMep cepuu 12,00,000 Ta6 

Analytical Report No./ 
: 040003200375 

Date of Analysis/ 
: 30-11-2025 

AHaJIHTH'leCKHH OT<JeT .N'2 ;:J:aTa aHaJIHJa 

Date of Manufacture / 
11/2025 

Date of Expiry / 
10/2030 : : 

)laTa DPOHJB0.l(CTBa rotteH .1(0 

Mfg. Lic~nse No. / 
IlpoHJBOllCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : J1Il-.N'2(005665)-(Pr-RU) 

JIHUeHJHSI .N'2 

Analysis performed according ND No./ Auamn npoBe}lcH no H)], .N'2: J1Il-.N'2(005665)-(Pr-RU)-100624 

Paec 2 of 8 / Crp. 2 HJ 8 
bromide / hydrochloride and fenpiver inium bromide fenpiverinium bromide peaks on the chromatogram 
TilffOq>eHOHa peaks on the chromatogram of standard of standard solution (section Assay). / BpeMetta 
rn.npoxnopttll 11 solution. I BpeMetta y ,ll,ep)lmBaHHll y,nep)KHBaHHll OCHOBHblX DHKOB Ha 
<peHnHBepttHHll OCHOBHblX m!KOB Ha xpoMaTorpaMMe xpoMaTorpaMMe HCDbITyeMoro pacTBopa ,U0JI)l(Hbl 
6pOMH,U HCDbITYeMoro pacTBopa COOTBeTCTBYIOT COOTBeTCTBOBaTb speMettaM y ,ll,ep)KHBaHHll 

epeMeHaM y.nep)KHBaHMll OCHOBHblX nHKOB OCHOBHblX DHKOB nHTOq>eHoHa rn.npoxnop11.na H 
nHTOq>eHOHa rn.npoxrropu.na H q>eHnHBepHHHll 6poM11.na Ha xpoMaTorpaMMe 
q>eHnHBepHHHll 6poM11,na Ha CTaH,napTHOro pacTBopa (pa3,nen 
xpoMaTorpaMMe cTaH,napTHoro pacTBopa. «Konu<JeCTBettttoe onpe.nenett11e»). 

3 Average weight / 570.2 mg I 570,2 Mr 570.0 mg± 3 % (552.9 mg to 587.1 mg) / 
Cpe.nusrsr Macca 570,0 Mr± 3 % (OT 552,9 Mr .no 587,1 Mr) 
T36JieTKH 

4 Disintegration / 03 min 48 sec I 03 MHH 48 ceK Not more than 30 min/ He 6onee 30 MHH 
Pacna.naeMOCTb 

5 Dissolution / PacTBopeuue 
a) Ibuprofen/ Unit-l / Ta6n.-1 102 % Not less than 70 % (Q) of labeled amount of 

116ynpoq>eH 
Unit-2 / Ta6n.-2 103 % 

ibuprofen (C 13H1s02) is dissolved in 30 minutes. I 
He Mettee 70 % (Q) OT HOMl1HaJibHOrO co.nep)KaHHll 

Unit-3 / Ta6n.-3 105 % 116ynpoq>eHa (C 13H1s02) .UOJI)KHO pacTBopHTbCll Ja 
30 MHH. 

Unit-4 / Ta6n.-4 103 % 

Unit-5 / Ta6n.-5 104 % .: .. · 

Remarks : The Product confinns to ND/ ; , Conclusion : APPROVED /' '"'. ,- , ' " 

Ilp11Me<Jauue: Ilpo.rzytcr co0TBeTCTsye:i: ,-pe6oeam1nM HJJ: 3aKJIIO<Jeuue: 0 )1-0 6PEH@ 

Prepared by / Checked by / '' ..... 1.i ',;_1:· Check by (AQA) / Approved by: Quality As ur:anceJ uthori zed person / 
TTouroTonner-10: TiponepcMo: Pardeep ' Tlpoee P~Ho (AOK): O,no6peHo: 06ecneqeH11e Ka'.qecrna/OTBeTCTBeHHoe 

Ramal<anl~ ~ 
Kumar Abhis 11 k Chauhan AflU0: @J 
~ V" / \ 

,_. 

Date/ Date/ 
IIDate / IIDale '. (] c ,-1 t, Jc!J,,.~-

.[Carn: 30.11.2025 )J.aTa: 30.11.2025 :,lJ,aTa: 30.11.2025 ,[1,aTa. 

Registered Office : 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +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 
CEPTlf«l>lfKAT AHAJIII3A 

Ilpo.uvKT: HosuraH®, Ta6JieTKH, noKpb1Tb1e'-nJ1eH04ifo'ii o6oJio4KOH 

Market/ PbmoK : Russia/ PocCMJI ', 

Batch No./ 
V2502298 

Batch Quantity / 
CepHH .M! 

: PaJMep cepuu 
Analytical Report No./ 

: 040003200375 
Date of Analysis / 

AHaJIHTH4eCKHH OT4eT .N'2 .LI:aTa aHaJIHJa 
Date of Manufacture / 

11/2025 
Date of Expiry / 

l)laTa npOH3BO.!lCTBa 
: 

ro.ueH .!lO 
Mfg. License No./ 

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

Tc!: -!9193166 55001-02 
www.drreddvs.com 

n• 1 

.. -,. '1, ! i= · .. :, • 

i '·. 

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

: 30-11-2025 

: 10/2030 

IJ pOH3BO~CTBeH H3H : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(005665)-(Pr-RU) 
JIUQeH3HSI .N'2 
Analvsis performed according ND No./ AHamn nposeneH no H,ll .N'2: JIII-.N'2(005665)-(Pr-RU)-100624 

Paee 3 of8 / C;-n. 3 HJ 8 
Unit-6 / Ta6n.-6 106 % 

. 
-

b) Pitofenone Unit-I/ Ta6n.-l 97% Not less than 75 % (Q) of the labeled amount of 
hydrochloride/ 

Unit-2 / Ta6n.-2 102 % 
pitofenone hydrochloride (C22H2sNQ4• HCI) 

TI11TocpeH0Ha dissolved in 30 minutes. / He MeHee 75 % (Q) OT 
rn,upoxnop11.u Unit-3 / Ta6n.-3 105 % HOMHHaJibHOfO co,uep)KaH11J1 nHTO<peHOHa 

Unit-4 / Ta6n.-4 
rn.npoxnop11,ua (C22H2sNO4• HCI) ,U0JI)KH0 

100 % pacTB0pHTbCJI 3a 30 MHH. 

Unit-5 / Ta6n.~5 100% 

Unit-6 / Ta6n.-6 101 % 

6 Related substances / Po.ucTBeHHbie npttMecu 

Any single impurity/ 0.03% Not more than 0.3 % / 
Jiio6aJI e,UHHH4HaJI He 6onee 0,3 % 
npHMeCb 

Total impurities/ 0.03% Not more than 0.7 % / 
CyMMa np11Meceti He 6onee 0,7 % 

7 Microbial purity* / Muicpo6110J1or114ecicaH 'IHCTOTa* 
a) Total aerobic NA Not more than 103 CFU/g / 
microbial count / He 6onee 103 KOE/r 
O6ll.\CC 4HCJIO 

Remarks : The Product confirms to ND/ Conclu io1 : APPROVED/ .. 
,CTpUMC'l81·1llC: □po,icyi.., COOTI3CTCTB)'CTTpe6oaaHH lL\1 H,ll ' " 3aK'mo4ea11e: O.LI:O£PEHO ·:,-·'t 

Prepared by / Checked by/ Checkec b.y .(AQA) / Approved by: Quality Assurance/Authorized p~rson / 
TTQJJ.,oToeneHo: TTpoeepe1-10: Pardeep □poaep fl0 (AOK): Ot1,oqpeHo: O6ecneqem1:e Kaqecrna/OrneTCTBeHHoe 

Ramaka"~J 
Kumar Abhi tu Chaul1, n Jll'IU,O: ({$ <=>f LY=-.,... - /-----

Date / 
I 

Date / !Date / IIDate / 
/ 

)].aTU: 30. )J .1025 )J,aTII: 30.11.2025 :)J,a-r.a: 30.11.2025 
'10 ,-/ / r !fJ2-S 

,[lam: 

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 

CER T I F I C SI S 
CEPTH«I>MKAT AHAJil13A 

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

Tei : -;-Sl S3165 56001-02 
www.drreddvs.com 

. , 

" >flrioJJ.V h.'"f°: Hoaurau®, n 16nenm, noKPblThte nneuo'liloii o6ono'IKOH " "" .. ,_ .. . ,~ 

Market/ PMHOK : Russia/ Poccm1 

Batch No./ 
V2502298 

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

: 
PaJMep cepuu 

: 
12,00,000 Ta6 

Analytical Report No./ 
: 040003200375 

Date of Analysis I 
: 30-11-2025 

AuannTH'lecKHH OT'leT .N"2 .l{aTa auaJIHJa 

Date of Manufacture / 
11 /2025 

Date of Expiry/ 
10/2030 

.UaTa npOHJBOJJ.CTBa 
: 

ro.D.eH JJ.O 
: 

Mfg. License No./ 
IlpOHJBO.D.CTBeHHaH : MNB/05/263 MA number: I HoMep PY : JIII-.N"2(005665)-(Pr-RU) 

JIHUeHJHH .N"! 
Analysis performed accordin!! ND No./ Ana.run npoBc!leH no H/1, .N"2: JIII-.N"2(005665)-(Pr-RU)-100624 

Page 4 of 8 / CTp. 4 HJ 8 
a3po6HblX 
MHKpoopraHHJMOB 

b) Total combined NA Not more than 102 CFU/g I 
yeasts and mould He 6onee 102 KOE/r 
count I O6mee Ltttcno 
,UpO)f()f(eB blX 11 
nJJeCHeBblX rpu60B 

c) E.coli NA Shall be absent in lg I 
JJ:oJJ)KHhl OTCYTCTBOBaTb B l r 

8 Uniformity of dosa2e units/ 0JJ.HOPO.llHOCTL JJ.OJupoaaunH 
Ibuprofen I 1.6 Acceptance value (AV) should be not more than 
116ynpocpeH 15.0. / IloKa3aTeJJh np11eMJ1eMocT11 (AV) )lOJJ)KeH 

6b1Th He 6onee 15,0 

Pitofenone 2 .7 Acceptance value (AV) should be not more than 
hydrochloride/ 15.0. / IloKa3aTeJJh np11eMJ1eMocT11 (AV) )lOJJ)f(eH 
Il11TOcpeH0Ha 6bITb He 6onee 15,0 
r11.npoxnop11)l 

Fenpiverinium bromide 3.2 Acceptance value (AV) should be not more than 
/ <l>eHn11sep11Hm1 15.0. / IloKa3aTeJJb nptteMneMoCTu (AV) .D.OJJ)KeH 
6pOMl1.D. 6hITh He 6onee 15,0 

9 Assay/ KonuqecTaeuuoe onpeJJ.eJJeuue 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
n puMeq:1 Hue: IlpO.D.YKT C00TBeTCTByeT Tpe6osaHH/IM H,n: , 3aKJJIO'leuue: 0.l{06PE.BO . 

Prepared by / Checked by/ Checked y (AQA) I.• ·. ,,; Approved by: Quality Assurance/Authorized person I 
flo.nroToon.eHo: IIposepeHo, Pardeep flpoaepe o (AOK): .,. OJJ.o6p no: O6ecnetJeH11e KatJecrna/OrneTcTeeHHoe 

Ramak,m ~ Kumar 

~ 
AbhihelM mmo: $ 

IDate/ 'Date / IIDate I "Date I <3,or ! 1, 2,()16 
lJ.aTil : 30.11.2025 0.11.2025 : :.Uara: 30.11.2025 Jlai-a: )].am: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hilis, Hyderabad - 500034,. Telangana, India 
Tel: +9140 4900 2900, Fax: +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 
CEPTII<l>MKAT AHAJIM3A 

11 

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

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

Tei: +Sl S8165 56001-02 
www.drreddys.com 

-
ITpoav".,.-: Hos'nraR , Ta6J1eTK11, no1,pi.1T1:.1e nneuoqnon o6ono'-IKOH - .. -- -- -

Market/ P1:.1uoK : Russia/ Poccm1 ' -
Batch No./ 

V2502298 
Batch Quantity/ ·' 12,00,000 tab/ 

Cepusi .N"!! 
: 

Pa3111ep cepn11 
: 12,00,000 Ta6 

Analytical·Report No. / 
: 040003200375 

Date of Analysis/ 
: 30-11-2025 

AHaJJHTH'-ICCKHH 0T'-leT .N'! )laTa 3H3JJH33 
Date of -Manufacture / 

11/2025 
Date of Expiry/ 10/2030 

llaTa npOH3B0JJ.CTBa 
: ro)J.eH )).0 

: 

Mfg. License No./ 
fl p0H3B0)1.CTBeHH3SI : MNB/05/263 MA number: / Hoi\-tep PY : JIIl-N2(005665)-(Pr-RU) 
JIHQeH3Hfl N2 

Analvsis performed accordin2 ND No./ Aua.run npoBe,lleu no Hll N2: JIIl-N2(005665)-(Pr-RU)-100624 
Pae:e 5 of 8 / C TP, 5 113 8 

Ibuprofen/ 397.9 mg I 397,9 Mr From 384.0 to 416.0 mg ofC13H1sO2 (ibuprofen) 
l16ynpoqieH per tablet. / 

OT 384,0 AO 416,0 Mr C13H1sO2 (u6ynpoqieH) B 
Ta6neTKe. 

Pitofenone 4.936 mg I 4,936 Mr From 4.5 to 5.5 mg of C22H2sNO4• HCI (pitofenone 
hydrochloride/ hydrochloride) per tablet./ 
IT 11ToqieHOHa OT 4,5 AO 5,5 Mr C22H2sNO4• HCI (nurncpeHoHa 
rHApox.nop11A rttApox.nop11A) B rn6neTKe. 

Fenpiverinium 0.0992 mg I 0,0992 Mr From 0.09 to 0.11 mg of C22H29BrN2O 
bromide/ (fenpiverinium bromide) per tablet. 
<lJeHnHBepHHHJI OT 0,09 AO 0,11 Mr C22H29BrN2O (qiettmrnep11Httll 
6pOMHA 6pOM11A) B Ta6neTKe. 

Remarks : Thii ,product confirms to ND/ Conclusion : APPROVED / 
Ilp1tMC'-H1HUe: •LlpOAYKT'COOTBeTCTByeT Tpe6osaHHJIM HJ]; ~ 3'aKJJIO'leuue: O.ll;OEPEHO 

Prepared by / • I .·, . 1L1 Checked by/ Checked by IAQ I Approveckby: Quality Assurance/ Authorized person / 
noAfOTOB e110: .. . IIpooepeHo: Pardeep .□ ponepeHo IAO ): O;Lro6petto:,O6ecnel!eHue Kal!eCTsa/OrneTCT:BeHHoe 

Ramalrnnt~ Kumar Abhi hek 11 auhan 

1 
JlHU,O: 

d-z: >--,/ ~ 

Date/ 

I 

Date/ 'Date / IIDate / 31., ,- / ~ (.;2,~ 
)la.Ta: 30.11.2025 ,Uarn: 30.11.2025 :)larn: 30.11.2025 )larn: 

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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 
T-! . ,.01 021 ,:,c::, c;1=:nn1 _n, 

Vf'NW drredci 1;s.corn 

CERTIFICATE OF ANALYSIS 
CEPTH<l>MKAT AHAJIHJA 

Product : Novigan, film~coa'ted tablets ... ! . .. •' .. 
Iloot1yKT": HoliuraH')U, Ta6u1enm, nOKPblThle nJJeHO<tHOii o6oJJo<tKoii . '\ I • • ·••t!r.:•" . -
Market/ P1,rnoK , , ,, ,: Russia I Poccm1 • \I' 4.• 

Batch No./ 
V2502298 

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

CepuH .NI! Pa1Mep cepuu 
" 

12,00,000 Ta6 

Analytical Report No./ 
: 040003200375 

Date of Analysis / 
: 30-11-2025 

AnaJJHTll'lecKuii OT<teT N2 )laTa aHaJJu1a 

Date of Manufacture / Date of Expiry/ . . . 
: 11/2025 : 10/2030 

)l_aTa npoH3B0llCTBa rot1eH tlO 

Mfg. License No./ 
IlpoU3B0)1,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-N2(005665)-(Pr-RU) 

JJHUeH3Uff N2 
Analysis performed according ND No./ Ana.run nposet1cH no HJ], N2: JIII-N2(005665)-(Pr-RU)-100624 

10 

11 

12 

13 

Page 6 of8 / C-rp. 6 H3 8 

Package/ YnaKOBKa 10 tablets in a aluminum foil laminated with 10 tablets in a polyvinyl chloride film/aluminum foil 
oriented polyamide and polyvinyl chloride/ blister or in a aluminum foil laminated with oriented 
aluminum foil blister. 2 blisters and patient polyamide and polyvinyl chloride / aluminum foil 
information leaflet in a carton pack. / Ilo 10 blister. 1 or 2 blisters and patient information leaflet 
Ta6neTOK B 6J1HCTep H3 amOMHHHeBOH in a carton pack. / Ilo 10 rn6neToK B 6nHcTep H3 
¢0111,rn, naMHHHpOBaHHOH ITOJ1HBHHHJ1XJ10pHt1HOH rrneHKHlamoMHHHeBoii 
OpHeHTHpOBaHHbIM ITOJlHaMHtlOM H ¢onbrH HJlH B 6J1HCTep H3 amOMHHHeBOH ¢onbrH, 
ITOJlHBHHHJlXJlOPHtlOM/amoMHHHeBOH naMHHHpoBaHHOH OpHeHTHpOBaHHbIM rrommMH!lOM 
¢onbrH. Ilo 2 6J1HCTepa c HHCTpyKu,HeH no H ITOJlHBHHHJlXJlOPHtlOM/amoMHHHeBOH <pOJlbfH. Ilo 
npHMeHeHHIO B naLJ:KY KapTOHHyIO. 1 HJlH 2 6iIHCTepa c HHCTPYKLJ,HeH ITO rrpHMeHeHHIO 

B rra4KY KapT0HHyIO. 

Labeling/ Complies as prescribed I According to ND I 
MapKupoBKa CooTBeTCTByeT Tpe6oBaHmlM B COOTBeTCTBHH C H,U 

Storage conditions / At temperature below 25°C / Ilptt TeMrrepaType ue BbIIIIe 25 °C. 
XpaHeHue 

Shelf life / CpoK 5 years / 5 neT 
rO!lHOCTU 

* - Performed by the manufacturer at release periodically: every 2O-th batch or at least once a year. The parameter may be absent 
from the Company's certificate of analysis./ 
* - IIpoBO!lHTCH npOH3BO!1HTeJJeM npu BbIDYCKe nepHO!lH'leCKH: llJIH KaiK.UOU 2O-oii cepuu HJJH HC Meuee 1 pa3a B roi.. IloKa3aTeJJb 
MO'l'fT 6uT1 ue 111~mo•um II rvpT111f>1w:n :rna.rnna !f>11pM11. 

-

Remarks: The Product confutn:sfo-ND/ Conclusion : 'ARPROVED / 
IlpuMe<tanue: Ilpo,nyKT coot11eTC:TByeT Tpe6osaum1M H,u 3aKJJIO<tenue: 0,ll;OEPEHO 

Prepared by I 
n o.nr-0ToBJie1-10 : 

R, makao~ 

Date/ 
,l],aTa: 30.11.2025 

Che.ck-ed b.y./ Checked b AQA) / Approved by: Qualityc:Assurance/ Authorized person-/ 
flposepetto: Pardeep Tlposepem 

r 
OK): O,no6peHo: O6ecrreLJ:eHHe•KaqecTBa/OTBeTCTBeHHoe 

Kumar Abhishck q n11uo: 
~) 

~ 
D ate / 'Date I IIDate / (5br//" Jct'{" 
.ll.a-ra: 30.11 .2025 :)lam 30.11.2025 ,llarn: 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fox: +9140 4900 2999, Email: mail@drreddys.com 
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•·· Dr.Reddy's ~;• 

Product : Novigan, film-coated ta'blets 

CERTIFICATE OF ANALYSIS 
CEPTlfcJ>HKAT AHAJil13A 

Iloo)].yKT: HosnraH<ll,, Ta6JieTKn, rioKoi.n1>1e·nJieHo'IHOH o6oJio'IKOH 

Market/ Pb!HOK : Russia/ PocCHll 

Batch No./ 
V2502298 

Batch Quantity/ 
CepnH .N"!! 

: 
Pa3Mep cep1111 

Analytical Report No./ : 040003200375 
Date of Analysis / 

AHaJIHTH'leCKHH 0T'leT .N'! )]:aTa aHaJIHJa 
Date of Manufacture/ 

11/2025 
Date of Expiry/ 

)]:aTa npoHJB0)].CTBa 
: 

ro)].eH )].0 

Mfg. License No. / 

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

Tei ; ~9 19.S.i.6656001-02 
www.drreddvs .com 

C ·- .J • 
. f, , .. 1 • • 

. . .'~· ·•:.'..-,::''"I" ••• 

I " . 

12,00,000 tab / 
: 

12,00,000 Ta6 

: 30-11-2025 

: 10/2030 

-

IlpOHJBO)].CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'!(005665)-(Pr-RU) 
JIHQeHJHSI .N'! 
Analysis performed accordin2 ND No./ Attamn npoRe!leH no H)l . .N'!: JITT-.N"9(005665)-(Pf-RU)-100624 

Paee 7 of 8 / CT)). 7 HJ 8 

I 

API name/ HaHMeH0BaHne AcJ>C: l16ynpocpett fTHTO<peHOH 
<l>eHnHBepHHHSI 6pOMH)]. / 
Fenpiverinium bromide 

INN /MHH: Ibuprofen Pitofenone Fenpiverinium bromide 

API manufacturer batch number / 
HoMep cepnu npoHJB0JJ:HTeJIH PIBM250229 PF/224001, PF/225010 FA/225003 
AcJ>C: 

FP Manufacturer API Batch 
number/ 

FESA00503 FERA00223, FESA00459 FESA00478 
HoMep cepnn cy6cTaHU.HH 
Op0HJB0J);HTeJIH r JI cJ>: 

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

Sciences Limited, India / 
API Manufactured by & country / I India/ 

Conapa 3KTHB <l>apMa 
IlponJBOAHTeJib AcJ>C, cTpaua: 

CatteHCHJ JinMHTeJJ:, 
P JI <battH KeM ITBT. JITA., P JI <battH KeM ITsT. JITA., 

l1H)].Hll 
l1H)].HSI 11H)].HSI 

Name, address, authorization No 
for FP m:rnnfartnrin~ sitf' / C:ontrol Formulation lTnit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. Solan. H,P, I 73205, India 
site I Release site I (License No MNB/05/263) / 

Remarks: The Product confirms to ND/ , Conclusion: APPROVED I .. ,. 
IlpnMe'laHue: Ilpo11yKT CO0TBeTcToye:r Tpe6oBaHl1lll'i! H)l 3aKJIIO'leHne: O)1:OliPEHO; : '.i " . , 

1:=========::::::::::::;-;========:::::::::::=~-;====::t======::::: 
Prepared by / Checked by / pp roved by: Quality Assurance/ Aut:porized person / 
flo.n.rornsnelio: , · TTpoBepeHo: Pardeep O,n06pctto: O6ecne'Iettne KaqecTBa/OTBeTCTBeHttoe 
Ramakant Kumar ,~' 

..,.,,f ~ Si!J-

Oat / 
)laTa: 30.11.2025 

Date/ Date / 
Ll,aTa: 30.11.2025 ,Uarn: 30.11.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034 .. Tel;mgana, India 
Tel: +9140 4900 2900, Fox: +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 AHAJIH3A 

;•• 

Dr. Reddy's Laboratories Ltd. 

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

Dist t. Solan, H.P., 173 205, INDIA 

(E i : i-91 s-8166 56001-02 
w w w.drreddvs.com 

.. ,.,. :..r,1 • . 
IlooAyKT: Hosurau®, Ta6neTKn, nOKllbIT1>1e nneuo'lnoii o6oJJO'IKOii ·l ,. •4_ .. !1 !.'· ·· , .... . 

Market / PbtHOK : Russia / PoccHll ........ 

Batch No./ 
V2502298 

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

: 
PaJMep cepuu 

: 
12,00,000 Ta6 

Analytical Report No./ : 040003200375 
Date of Analysis / : 30-11-2025 

AnannTHlfec1rnii 0T'leT .N'2 )1aTa auanu3a 

Date of Manufacture/ 
11 /2025 

Date of Expiry/ 10/2030 
)laTa npOH3B0.llCTBa 

: 
ro.11en .11.0 

: 

Mfg. License No./ 
IlpOH3B0,!l;CTBeunaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'2(005665)-(Pr-RU) 

JI H IJeH3HSI .N'2 
Analysis performed accordinl? ND No./ Atta.rm i npose,ri:eH no H)1.N'2: JIIl-.N'2(005665)-(Pf-RO)-100624 

Pa,?e 8 of8 / CTp. 8 HJ 8 
HanMenooauue, a,!!;pec u H0Mep ITpo11300.11,CTBeHnoe no.u,pa3.u,eneu11e-6, Bunn. Kxonb , Hanarapx Poy.u, na.u.u,11, .[l,ucTpHKT 
JIHIJeH3HH IlJI0l.lJ3,!l;KH, ConaH, X .IT., 173205, Hup_11ll (JiuueH311H N!! MNB/05/263) 
ocymecTBJIHJOllleH 
npOH3B0,!l;CTBO/KOHTpOJib 
KalfeCTsa/BblDYCK rJI<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». 

3aKJIIO'leuue O COOTBeTCTBHH: HacTO.Hl.l\HM ~ TTO)],TBep)l()],a!O, '{TO np11Be)],eHHa~ Bblllie HH<pOpMal..\lUI 51BJU!eTC51 

)],OCTOBepHOH H TO'lHOH. 3m cepH~ rrpO.D:YKL\HH rrpOH3Be,QeHa (BKJ1IO'la51 ynaKOBKY (MapKHpOBKY) H KOHTpOJib Ka'!ecrna) 
Ha BbillleyKa.3aHHOH npOH3B0,[\CTBeHHOH IIJlOII.\a)],Ke (nITOII.\a)],Kax) B IIOITHOM COOTBeTCTBHH C Tpe6oBaHH51MH IlpaBHJl 

Ha,QJie)l(all.\eH rrpOH3B0,[\CTBeHHOH npaKTMKH EBpa.3HHCKOfO 3KOHOMH'!eCKOfO COI03a H Tpe6oBaHH~MH KOHTpOI151 Ka'lecrna 
neKapcTBeHHbIX cpe)],CTB, a TalOl(e B COOTBeTCTBHH co CIIel..\HqJHKal..\H~MH, CO)],ep)l(all.\HMHC~ B pernCTpal..\HOHHOM )],OCbe 

CTpaHbl-HMTTOpTepa. 3anHCH no npOH3B0,[\CTBY, ynaKOBKe H attaJIH3Y nposepeHbl, H ycTaHOBJletto HX COOTBeTCTBHe 
Tpe6oBaHH51M IlpaBHJl Ha)],Jle)l(all\eH npOH3B0,[\CTBeHHOl1 rrpaKTHKH EBpa.3HHCKoro 3KOHOMH'leCKOfO COI03a». 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
Ilp1.1M.e<ta11 11 e: lJpO.IIYKT cooTserCTaycr Tpe6oaaHWlM HJ];. ~ 3aKJIJOqenue: O)lOE PEJlO 

1:=::::==========:,;::::===========;-;===:::::;F=====: 
, r. • Prepared by / 

• ► Ilo.uroTonneHo: 

Ramakanl@°.1~ 

Date / 
).:lam: 30.11.2025 

Checked by / 
npoBCJ CHO: Pardeep 
Kumar 

'

Date/ 
.UaTa: 30.11.2025 

Checked b)' A.QA / 
Tipoaepetio :AOK): 

Abh; hek I :::,,1 
,,~:~: 30.11.2025 

Approved by: Quality Assurance/ Authorized, per. ond 

::::::;•• oc 06eorrooetttte " i a/OrnereT"'""oe, 
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CIN: L85195AP1984PLC004507 
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