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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 AHAJUBA 

Product: Novigan, film-coated tablets 
Iloo,11.yKT: HosnraH®, Ta6JieTKH, U0KDblTble UJieHOlfHOH o6oJIO'IKOH 

Market/ PMHOK : Russia/ Poccm1 

Batch No./ 
CeonH N2 

V2600494 
Batch Quantity I 
PaJMep cepnn 

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

Analytical Report No./ 
AuaJIHTHttecKnii OT'leT N2 

040003317426 
Date of Analysis/ 
.LI:aTa auaJinJa 

13.03.2026 

Date of Manufacture/ 
l!,aTa np0H3B0,II.CTB3 
Mfg. License No./ 

02/2026 
Date of Expiry/ 
ro,11.eu )).0 

01/2031 

IlponJso,11.crneuuaH MNB/05/263 IMA number:/ HoMep PY JITI-N2(005665)-(Pr-RU) 
JIHt1eHJHH N2 

Analysis performed accordi112 ND No. / A11a.r11n II pooe11eu no HJ1 N2: Jill-
Page 1 of 8 / CTp. 1 HJ 8 

N2 Test I IloKaJaTeJib Result I Pe3yJibTaTbI 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. / Kpyrnb1e white to off-white core. I Kpyrnb1e 
,11.BOJ!KOBblnYKJibie Ta6neTKH, noKpb!Tbie )].BOJ!KOBbinYKJibie Ta6JieTKH, noKpblTble 
nneHO'IHOH o6oJIO'IKOH 6enoro L(BeTa, c nneHO'IHOH o6ono'IKOH 6enoro UBeTa, C 
rncHem1eM NOVIGAN Ha OAHOH CTOpoHe. THCHeHHeM NOVIGAN Ha 0,11.HOH crnpoue. Ha 
Ha nonepeYHOM pa3pe1e !!,II.po 6enoro rronepeYHOM pa3pe3e H,11.po OT 6enoro no noYTH 
11,BeTa. 6enoro 11,aern. 

2 Identification/ llo,11.JlHHHOCTh 

2a Ibuprofen/ The retention time of the main peak on the The retention time of the main peak on the 
I16ynpocpeH 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 BpeMii ynep)KHBaHHH ocuoaHoro (section Assay). I BpeMJ! y,11.ep)KHBaHHJ! ocH0BHoro 
nttKa Ha xpoMaTorpaMMe HCnbITyeMoro nnKa Ha xpoMaTorpaMMe 11cnb1TyeMoro pacTBopa 
pacTBopa COOTBeTCTByeT BpeMeHH ,11.0JI)KHO COOTBeTCTB0BaTb BpeMeHH ynep)KHBaHHH 
y .nep)l(ttBaHHJ! OCHOBHOro nwKa Ha ocHOBHOro nwKa Ha xpoMaTorpaMMe pacTBopa 
xpoMaTorpaMMe pacTBopa CTaH,11.apTH0ro CTaH,11.apTHOro 06pa311,a 116ynpocpeua (pa3,11.en 
o6pa3ua w6ynpocpeua. «KOJIHlJeCTBeHHOe onpe.neneHHe» ). 

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 / 
np11r.1e<ta1111e: ITpo.D.yKT cooTaeTcTByeT Tpe6oaaHHJ!M H,Zl, 3aKJIIO<teune: O.LI:O6PEHO 1::=::::=============;-;::===:::::::::::::====::::,;:========: 
Prepared by/ 
n o.nroToaneHo: 

Ramaka,,c w 

Date/ 
.[lam: 13.03.2026 

Checked by/ 
TipoeepeHo: Pardeep 
!Kumar 

J_ 

Date/ 
.lJ,arn: 13.03.2026 

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

~ 

!
D ate/ 
)lina: 13.03.2026 

Approved by: Quality Assurance/Authorized person / 
On.o6peH0: O6ecneYetil<K! K8\lflCTBa/OrJ:te..rcrnem1oe 
m,uo: 

II 
Date/ 
.lJ,arn: 

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

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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIII3A 

Product: Novigan, film-coated tablets 
Ilpo,11,yKT: HosuraH®, Ta6nenrn, noicpb1T1,1e nneHO'lHOii o6onoqicoii 

Market/ PMHOK : Russia I Poccmr 

Batch No./ 
: V2600494 

Batch Quantity/ . 12,00,000 tab/ 
CepnH .N'2 PaJMep cepuu • 12,00,000 Ta6 

Analytical Report No. / 
: 040003317426 

Date of Analysis / 
: 13.03.2026 

AHaJIHTH'leCKHH OT'leT .N'2 ,[I;aTa aHaJiu3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2031 

,[I;aTa np0H3B0,IJ,CTBa ro,11,eH ,11,0 

Mfg. License No./ 
IlpOH3B0,11,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(005665)-(Pr-RU) 
JIH[leH3HH .N'2 
Analysis performed accordin2 ND No./ AHamn npoac11c11 no ll)l .N'2: JIIT-.N'!!(005665)-(Pf-RU)-100624 

bromide I hydrochloride and fenpiverinium bromide 
flHTOq>eHOHa peaks on the chromatogram of standard 
nt,11,pOXJJOPH.ll H solution. I BpeMeHa y ,Llep)KHBaHHll 
cpeHnHBepHHHll OCHOBHblX DHKOB Ha xpoMaTorpaMMe 
6pOMH,IJ, HCflblTyeMoro pacrnopa COOTBeTCTBYIOT 

BpeMeHaM y,11,ep)l{HBaHHll OCHOBHblX UHKOB 
nI1TOcpeHOHa rw.npoxJJopw.na H 
cpettrrnBepHHHll 6pOMH.D,a Ha 
xpoMaTorpaMMe crntt.napTHOro pacTBopa. 

3 Average weight/ 569.1 mg/ 569,1 Mr 
Cpe,nuHH Macca 
Ta6JieTKH 

4 Disintegration / 03 min 44 sec/ 03 MHH 44 ceK 
Pacna.naeMOCTb 

5 Dissolution/ PacrnopeHwe 

a) Ibuprofen/ Unit-1 / Ta6JJ.-l 104 % 
I16yrrpocpeH 

Unit-2 / Ta6JJ.-2 102 % 

Unit-3 / Ta6JJ.-3 103 % 

Unit-4 / Ta6JJ.-4 103 % 

Unit-5 I Ta6JJ.-5 102 % 

Remarks : The Product confirms to ND/ 
IlpuMe'laH11e: flpo.D,yKT cooTBeTCTeye-r -rpe6oeaHHllM HLl 

Prepared by I Checked by I 
TTo.woToeneHo: .r- flpoaepetto: Pardeep 

Ramakant \ ~ / Kumar ( 

~~/ ~ -

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

~ ..---

Page 2 of 8 / CTp. 2 03 8 
fenpiverinium bromide peaks on the chromatogram 
of standard solution (section Assay). / BpeMeHa 
y.nep)KHBaHHll OCHOBHblX UHKOB Ha 
xpoMaTorpaMMe wcnbITyeMoro pacrnopa ,nOJJ)KHbI 
COOTBeTCTBOBaTb BpeMeHaM y .nep)l{HBaHHll 
OCHOBHhlX nHKOB nHTOcpeHOHa r1-1.npoxJ1op1-1.na Ii 

cpeHnHBepHHHll 6pOMH,na Ha xpoMaTorpaMMe 
CTaH,napTHOro pacrnopa (pa3.L(eJJ 
«KOJJH'leCTBeHHOe onpe,neJJeHHe»). 

570.0 mg± 3 % (552 .9 mg to 587.l mg)/ 
570,0 Mr± 3 % (OT 552,9 Mr .llO 587,1 Mr) 

Not more than 30 min/ He 6oJJee 30 MHH 

Not less than 70 % (Q) of labeled amount of 
ibuprofen (C13H1sO2) is dissolved in 30 minutes. I 
He Mettee 70 % (Q) OT HOMHHaJJhHOro co,nep)KaHHll 
w6yrrpocpetta (C13H1sO2) ,nom1<Ho pacrnopHTbCll Ja 
30 MHH. 

Conclusio11 : APPROVED I 
3aKJIIO'leHue: O,ll;O6PEHO 

Approved by: Quality Assurance/Authorized person I 
0 ,11,06peHo: Ot neYeHH.e K, 'lecTBa/0TeeTCTBe1-1ttoe = l'~rH,JJ :::::::==========::::::::= 

I
Date / I Dale/ Date I 

Llan: 13 .03.2026 
Date/ 
LlaTa: 13.03.2026 ):lam: 13.03.2026 )la,·a: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Ilpo11ytcr: HoBttraH®, Ta6Jienm, noKpbITbie nJieHO'IHOH 060JIO'IKOH 

Market/ PblHOK : Russia / Pocc1,rn 

Batch No./ 
: V2600494 

Batch Quantity / 
Cepus1 .N'2 Pa3Mep cepuu 
Analytical Report No. / 

: 040003317426 
Date of Analysis / 

AHaJIHTH'leCKHH 0TLJeT _N'g .LJ:aTa aHaJIHJa 
Date of Manufacture/ 

: 02/2026 
Date of Expiry/ 

):(aTa np0H3B01lCTBa ro11eH 110 
Mfg. License No./ 

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

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

. 12,00,000 tab / 
• 12,00,000 m6 

: 13.03.2026 

: 01/2031 

IIpoH3B01lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(005665)-(Pr-R U) 
JIHIIeH3HH .N'2 
Analysis performed according ND No./ Attamn 11p0Be11ett no 11,ll .N'2: JIII-.N'2(005665)-(Pr-RU)-100624 

Page 3 of 8 / Crp. 3 HJ 8 
Unit-6 / Ta6n.-6 102 % 

b) Pitofenone Unit-I / Ta6n.-1 104 % Not less than 75 % (Q) of the labeled amount of 
hydrochloride/ 

Unit-2 / Ta6n.-2 103 % IT11TO<peH0Ha 
rHJJ.pOXJJOpl1,Ll Unit-3 / Ta6n.-3 103 % 

Unit-4 / Ta6n.-4 103 % 

Unit-5 / Ta6n.-5 102 % 

Unit-6 / Ta6n.-6 101 % 

6 Related substances / PoJJ.CTBeHHbie npHMec11 

Any single impurity I 0.04 % 
Jho6all e,n1rnwrnall 
npHMeCb 

Total impurities/ 0.04% 
CyMMa npttMeceii 

7 Microbial purity*/ MttKpo6uonorw-1ecKall 1-mcTOm* 
a) Total aerobic NA 
microbial count / 
O6rn.ee 'IHCJIO 

Remarks : The Product confirms to ND/ 
IIpttMe'laHtte: ITpo,nyKT cooTBeTcrnyeT Tpe6osaHHllM H,U 

Prepared by / 
ITo,L\roTOBJJeHo: 
Ramakant 

Checked by/ 
ITposepeHo: Pardeep 
Kumar 

cJ_ 

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

::===±=======: 
Date/ Date/ Date / 
)].am: 13.03.2026 .D,aTa: 13.03.2026 .D,aTa: 13.03.2026 

pitofenone hydrochloride (C22H:2sNO4• HCl) 
dissolved in 30 minutes. / He MeHee 75 % (Q) OT 
HOM HHaJJbHOro co,nep)KaHl-rn 
rn,npoxnopu,na (C22H2sNO4• HCI) 
pacTBOpHTbCll 3a 30 MHH. 

Not more than 0.3 % / 
He 6onee 0,3 % 

Not more than 0.7 % / 
He 6onee 0,7 % 

Not more than 103 CFU/g / 
He 6onee 103 KOE/r 

Conclusion : APPROVED / 
3aKJ110'ICH11e: 0.LJ:06PEHO 

llHTO<peHOHa 
)J,OJl)KH0 

Approved by: Quality Assurance/Authorized person/ 
0 )].o6petto: 06ec~ e1111~ 1<,a•1ecTBJf<(rseTCTBett1-1oe 

• •uo, L, i,Jc,l.J..-4J 

Date I 
)].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>HKAT AHAJIHJA 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. S0lan., H.P., 173 205, INDIA 

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

Ilpol{yKT: HoBHrau®, Ta6nenrn, n0Kp1>1T1>1e nneuoquon o6oJJO'lKou 

Market/ P1,rnoic : Russia / Poccm1 

Batch No./ 
: V2600494 

Batch Quantity / . 12,00,000 tab / 

CepHH .N'2 PaJMep cepnH • 12,00,000 Ta6 

Analytical Report No./ 
: 040003317426 

Date of Analysis/ 
: 13.03.2026 

AuaJIHTHqecKHU OTqeT .N'2 )laTa auaJIHJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2031 

)laTa np0H3B0)1CTBa ro)1eH )10 

Mfg. License No./ 
IlpOH380)1CTBeHH8H : MNB/05/263 MA number: / HoMep PY : JIIl-.N'2(005665)-(Pr-RU) 
JIHUeHJHH N2 
Analysis performed accordin2 ND No./ AHamn npoBeJieH no HD. N2: JIIl-N2(005665)-(Pr-RU)-100624 

Page 4 of 8 / CTp. 4 HJ 8 
a3p06HbIX 
MHKpoopraHH3MOB 

b) Total combined NA Not more than 102 CFU/g / 
yeasts and mould He 6onee 102 KOE/r 
count I O6w,ee 'IHCJIO 
.upm10KeBblX H 
rrnecHeBbIX rp1160B 

c) E.coli NA Shall be absent in lg I 
,l],omKHbl OTCYTCTB0BaTb B 1 r 

8 Uniformity of dosage units/ O.n.Hopo,!lHOCTb .ll.03HposaHHH 

Ibuprofen I 2.1 Acceptance value (AV) should be not more than 
116yrrpocpeH 15.0. I IloKa3aTeJib rrptteMJieMOCTH (AV) ,!lOJI)KeH 

6bITb He 6onee 15,0 

Pitofenone 6.8 Acceptance value (AV) should be not more than 
hydrochloride/ 15 .0. / IloKa3aTeJib rrp11eMneMOCTH (AV) .UOJI)KeH 
IlHTOcpeHOHa 6b1Tb He 6onee 15,0 
rn.n.poxnop11.u · 

Fenpiverinium bromide 7.8 Acceptance value (AV) should be not more than 
/ <l>eHITHBepHHHH 15.0. / IloKa3aTenb rrptteMneMocrn (AV) .UOJI)KeH 
6pOMH.ll, 6bnb He 6onee 15,0 

9 Assay I Konw,ecrneHHOe orrpe.n.eneHtte 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMeqauue: npo.n.yKT COOTBeTcrnyeT Tpe6osaHHHM H.[( JaKJIIOqeuue: O)lO6PEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 

~~:.=~ TTposepeHo: Pardeep ITposepeHO (AOK): Amit O.no6peHo: O6ecne<IeHHe Ka4eCTsa/OrneTcTBeHHoe 
Kumar 

<=t 
Kumar JIHUO: 

~~ ·/\~ - r · .,_ 

Date/ Date/ IDate / I Date / 
V (1 Jl_;~L\\'7n i~ .[(am: 13.03.2026 .[(am: 13.03.2026 :.[(am: 13.03.2026 .[(aTa: 

=7" Y1/~ iY p 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : -19140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys. com 

CIN: L85195AP1984PLC004507 
www.d rreddys.com 



•·· Dr.Raddy'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, 
Distt. Sulan, H.P., 173 205, INDIA 

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

TipoJJ,yIIT: HoBHratt®, Ta6J1eT1rn, UOKPblTble UJleHO'IHOU o60JJO'IKOU 

Market/ PblHOK : Russia I Poccm1 

Batch No./ 
: V2600494 

Batch Quantity/ . 12,00,000 tab / 
CepnH N2 Pa1Mep cepuu • 12,00,000 m6 

Analytical Report No./ 
: 040003317426 

Date of Analysis / 
: 13.03.2026 

AttaJJHTH'lecKnii OT'leT N2 .Ll:aTa attaJJHJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
: 01/2031 

.Ll:aTa npOHJBOJJ.CTBa roJJ,eH JI.O 

Mfg. License No./ 
IlpOHJBOJJ,CTBCHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(005665)-(Pr-RU) 
JIHQCHJHH N2 
Analysis performed accordin2 ND No./ Attamn npoBe11eH no H)l N2: JITI-N2(005665)-(Pr-RU)-100624 

Pa2e 5 of 8 / CTp. 5 HJ 8 
Ibuprofen/ 399.3 mg I 399,3 Mr From 384.0 to 416.0 mg ofC13H1g02 (ibuprofen) 
116ynpocpeH per tablet. / 

Or 384,0 ao 416,0 Mr C13H1g02 (116ynpocpett) s 
Ta6neTKe. 

Pitofenone 4.954 mg I 4,954 Mr From 4.5 to 5 .5 mg of C22H2sN04• HCI (pitofenone 
hydrochloride / hydrochlo1ide) per tablet./ 
ITinocpeHotta Or 4,5 ao 5,5 Mr C22H2sN04• HCl (nHToq>ettoHa 
rnapoxnop11a rnapoxnop11a) s Ta6neTKe. 

Fenpiverinium 0.0978 mg I 0,0978 Mr From 0.09 to 0.11 mg of C22H29BrN20 
bromide/ (fenpiverinium bromide) per tablet. 
<l>eHmrnepHHHH OT 0,09 ao 0,11 Mr C22H29BrN20 (cpeHn11sep11HHS1 
6pOMH)l 6poMHJl) s Ta6JJeTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
I TipnMe'laHne: IlpoayKT cooTBeTcTByeT Tpe6osaHHHM H,[J. 3aKJ1t0'1e1111c: O)1.OJiPEHO 

Prepared by / 
IloaroTosnetto: 
Ramakanl 

Date/ 
,[I.am: 13.03.2026 

Checked by/ 
Ilposepetto: Pardeep 
!Ku mar 

J 
Date/ 
,[I.am: 13.03.2026 

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

Approved by: Quality Assurance/Authorized person / 

~:i:peHO: 06ecne4emie Ka'leCTB0 TBeTCTBeHHOe 

I I ,lµP ,-A 
.,,,..--

I Date/ 
,[I.am: 13.03.2026 ,1o 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



••• Dr. Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 

CEPTH<1>11KAT AHAJIH3A 

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 

IlpOJI.VIIT: HoBHran®, Ta6JteTKH, nOKPblTble nJteHO'IHOH o60JJO'IKOH 

Market/ PLrnoK : Russia/ PocCHJJ 

Batch No./ 
: V2600494 

Batch Quantity/ . 12,00,000 tab/ 

CepttSI N2 Pa3Mep cepuu • 12,00,000 m6 

Analytical Report No./ 
: 040003317426 

Date of Analysis / 
: 13.03.2026 

AHaJJHTH'leCKHH OT'ler N2 .L(ara aHaJttt3a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
: 01/2031 

.L(aTa npOH3B0.U:CTBa fo)l.eH .U:O 

Mfg. License No./ 

flpOH3BO.U:CTBeHH3SI : MNB/05/263 MA number: / HoMep PY : JIIl-N2(005665)-(Pr-RU) 

Jtttl.(eHJHH N2 

Analysis performed accordinl! ND No./ AHas11n npoBeaeH no H,Ll, N2: JIIl-N2(005665)-(Pr-RU)-100624 
Page 6 of 8 / Crp. 6 HJ 8 

10 Package/ YnaKOBKa IO tablets in a aluminum foil laminated with IO tablets in a polyvinyl chloride film/aluminum foil 

11 

12 

13 

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 
Ta6JTeTOK B 6m1CTep 113 aJIIOMHHHeBOH in a carton pack. / Ilo 10 m6JTeToK B 6;mcTep H3 

qJOJihrH, JiaMHHHpOBaHHOH nOJJHBl1H11JIXJTOp11.U:HOH nJTeHKH!aJIIOMHHHeBOH 
OpHeHTHpOBaHHhlM ITOJTHaMH,QOM H qJOJlhrH 11Jll1 B 6JJl1CTep H3 aJJIOMHHHeBOH qJOJlhn-I, 
IlOJTl1B11HHJTXJTOp11.QOM/ aJTIOM 11Hl1eBOH JiaMHHHpoBaHHOH opHeHT11pOBaHHhlM nomrnMH.[lOM 
qionhrn. Ilo 2 6nHcTepa c 11HcTpyKu11e11 no 11 nOJJHBl1HHJlXJIOpH.QOM/aJJIOMHHHeBOH qlOJlbrH. Ilo 
np11MeHeHHIO B na'iKY KapTOHHylO. 1 HJJH 2 6JJHCTepa c HHCTPYKUHeH no npHMeHeHHIO 

B na'iKY KapTOHHylO. 

Labeling/ Complies as prescribed I According to ND I 
MapKHpOBKa CoOTBeTCTByeT Tpe6oBaHHJJM B COOTBeTCTBHH C H.L( 

Storage conditions I At temperature below 25°C / ITp11 TeMnepaType He BbJWe 25 °C. 

XpaHeHtte 

Shelf life / CpoK 5 years / 5 ner 
rO.U: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./ 
* - IlpOBO!lllTCSI np0113B0Jl11Te.TJeM np11 BblDYCKe nepIIO)lll'ICCKII: JlJISI Kall(Jloii 20-oii cep1111 11,TJII He MCHee 1 pa3a B roa. IloKaJaTC.TJb 
M0lKCT 6bJTb He BK,TJIO'ICH B cepTiujmKaT aHamna 4>11pMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip1tMe'laHHe: Ilpo.nyKT cooTBeTcTByeT Tpe6oeaHHllM HL{ 3aKJ110'leHHC: O.II:OliPEHO 
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.[{am: 13.03.2026 

Checked by/ 
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Date/ 
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Checked by (AQA) / 
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[
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•·· Dr.Reddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYSIS 
CEPHl<l>MKAT AHAJIMJA 

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

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

Ilpo)lyKT: HoBHratt®, Ta6JieTKH, OOKPblTble nJieHO'fHOH o60JIO'fKOH 

Market/ PbIHOK : Russia/ Poccmr 

Batch No./ 
: V2600494 

Batch Quantity/ . 12,00,000 tab/ 
CepnH N2 PaJMep cepnn • 12,00,000 Ta6 

Analytical Report No./ 
: 040003317426 

Date of Analysis/ 
: 13.03.2026 

AuaJIHTH'fecKHH OT'feT N2 .z:t:aTa auaJin3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2031 

,llaTa np0H3B0)J.CTBa roJJ,eH )J.0 

Mfg. License No./ 
IlpOH3B0.IJ.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-N2(005665)-(Pr-RU) 
JIHL1eHJHH N2 
Analvsis performed accordin!!. NO No./ Aua.run npose11eu no H,[l .N'2: JIII-X2(005665)-(Pr-RU)-100624 

Pal!e 7 of 8 / CTP, 7 tt3 8 

API name/ uattMeuosaune A<l>C: 116ynpocpeH TI!1TocpeHOH 
<Dettmrnep1rnmr 6poMHJ.l / 
Fenpiverinium bromide 

INN /MHH: Ibuprofen Pitofenone Fenpiverinium bromide 

API manufacturer batch number / 
PIBM250281, 

HoMep cepHH npOH3BOAHTeJIH PF/2210003 FA/225006 
A<l>C: 

PIBM250303 

FP Manufacturer API Batch 
number/ 

FESA00630, FETA000l 1 FEQA00486 FESA00479 
HoMep cepHH cy6cTaHL1HH 
npOH3BOAHTeJIH r JI <I>: 

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 3KrnB <DapMa 

IIpott3B0AHTeJib A<l>C, CTpaua: 
CaifoHCH3 JlttMHTeJ.l, 

P J1 <Dai!H KeM TTBT. JlTJ.l., P J1 <Dai!H KeM ITBT. JlTJ.l., 

11H.[(Hll 
11HAHll 11H.[(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 / Release site I {License No MNB/05/263) / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'faHue: TTpo.u.yKT coorneTcrnyeT Tpe6osaHHllM H.ll: 3aKJIJO'feHHe: O,llOEPEHO 

1:=:========:::,.:::===::::::::::::::::::::===,;:==========::========= 
Prepared by I 
TT011r0T08neHO: 
Ramakant 

Date/ 
}la1a: 13.03.2026 

Checked by I 
TTposepetto: Pardeep 
Kumar 

~ 
Date/ 
.UaTa: 13.03.2026 

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

,-----A,.,_-
::===~=====::::: 

!
Date/ 
.UaTa: 13.03.2026 

Approved by: Quality Assurance/Authorized person/ 
O.u.o6peHo: O6ecne4~HHe Ka•rwcrna/OrneTOTBeHHOe 

nauo ~ (,v--'---" 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: f9140 4900 2900, Fax: f9140 4900 2999, Email: mail@drreddys.com 
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www.drreddys.com 



•·· Dr.Raddy's ~;• 

Product : Novigan, film-coated tablets 

CERTIFICATE OF ANALYS[S 
CEPTH<l>HKAT AHAJIH3A 

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 
wv,w.drreddys.com 

Opo)lyKT: HosuraH®, Ta6JieTKH, UOKPhlTMe nJieHO'IHOH o60J10'1KOH 

Market/ P1>1HOK : Russia / Poccm1 

Batch No./ 
: V2600494 

Batch Quantity/ . 12,00,000 tab/ 
CepuH .N'2 PaJMep cepuu • 12,00,000 rn6 

Analytical Report No./ 
: 040003317426 

Date of Analysis/ 
: 13.03.2026 

AHaJIHTH'leCKHH OT'leT _N'g )J:aTa auanuJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
: 01/2031 

)J:aTa npOH3BO)lCTBa fO)leH )lO 

Mfg. License No./ 
fipOH3B0)lCTBeHH3H : MNB/05/263 MA number: / HoMep PY : Jll1-.N'2(005665)-(Pf-RU) 
JlHU,eHJHH _N'g 

Analysis performed accordinl!; ND No. / A11amn nposeaeH no HLl .N'2: Jll1-.N'2(005665)-(Pr-RU)-100624 
Pa2e 8 of 8 / CTp. 8 HJ 8 

HauMeHOBauue, a)lpec " HOMep 
JlHU,eHJHH IlJlOIJ.la)lKH, 
ocy1J.1eCTBJ1HI01J.1eH 
DpOH3B0)lCTBO/KOHTpOJih 
Ka'leCTB3/BblDYCK f Jl<I> 

Ilpo113BOJlCTBettttoe noapa3aenett11e-6, B11nn. Kxonb, Hanarapx Poy,u, Ea,u,u11, )],11cTpttKT 
Conatt, x.rr., 173205, l1tttlHll (Jh1u,ettJ11S1 N2 MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product 

has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance 

with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the 

specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records 
are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aKJUO'leuue O COOTBeTCTBHH: HacTOHil(HM H TTO,!l,TBep)K,!1,aIO, 1ff0 np1rne,!l,eHHaH BbIWe HH<pOpMaQH51 HBJlHeTCH 

,!l,OCTOBepHOH H rnquoti. 3m cepHH npo,!l,yKQHH rrpOH3Be,!l,eHa (BKmoqa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJlb KaqecTBa) 

Ha Bb!WeyKa3aHHOH rrpOH380,!l,CTBeHHOH IIJlOil(a,!1,Ke (rrnoma,!l,Kax) B TTOJlHOM COOTBeTCTBHH C Tpe6oBaHH51MH TipaBHJl 

tta,!],ne)Kameti npOH3B0,!],CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMJ1qecKoro COI03a H Tpe6oBaHH51MH KOHTpOJlH Ka'!eCTBa 

neKapcTBeHHb!X cpe,!1,CTB, a TaJOKe B COOTBeTCTBHH co crreQH(pHKaQH51MH, CO,!l,ep)Kall(HMHC51 B pernCTpaQHOHHOM ,!l,OCbe 

CTpaHbl-HMnopTepa. 3an11c11 no np0113B0,!l,CTBY, ynaKOBKe H attaJlH3Y nposepetthl, H ycTaHOBJleHO HX COOTBeTCTBHe 

Tpe6oBaHH51M TipaBHJl Ha,!l,Jle)Kameti npOH3B0,!l,CTBeHHOH rrpaKTHKH Espa3HHCKOro 3KOHOMH4eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: Ilpo,uyKT coOTBeTcrnyeT Tpe60BaHHllM H,U 3aKJIIO'leuue: 0)]:0EPEHO 

Prepared by/ 
ITo,uroToBneHo: 
Ramakan 

Date/ 
)],am: 13.03.2026 

Checked by I 
IlposepeHo: Pardeep 

Kumar c:::L---
Date/ 
)],am: 13.03.2026 

hecked by (AQA) / 
nposepeHo (AOK): Amit 
Kumar 

"'/~ 

Approved by: Quality Assurance/Authorized person / 
O,uo6peuo : O6ecne4e::011e Ka4 cTaa/OTBeTCTBeHHOe 

JIHI-lQ: l· 

II
Date / 
,Uam: 
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