
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSI 
CEPTH<l>UKAT 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 

Product: Exifine (terbinafine), cream for external use 1 % 
noonvirr: 3KJ1,11j11rn® (Tep61ma~nrn), KpeM .n.n11 Hapy)1<11oro np11MeHem,111 1 % 

Market/ PbIHOK : Russia / Pocc1151 

Batch No./ 
: V260142 

Batch Quantity/ . 46,705.000 units/ 
Cemm.N"! Pa1Mep cepHH • 46,705.000 e,D.HH111.1, 

Analytical Report No./ 
: 040003294885 

Date of Analysis / 
: 27.02.2026 

AHaJJHTH'•leCKHH OT'IeT .N"! )I:aTa aHaJJHJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
: 01/2029 

)I:aTa UP0HJB0,11,CTBa ro,11,eH ,11,0 

Mfg. License No./ 
IlpOH3B0,ll,CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JIIl-.N"!(004010)-(Pr-RU) 
JJHQeHJHH .N°! 
Analysis performed according ND No I AHaJJttJ npose,11,eH no H)I: .N"2: JIIl-.N"2(004010)-(Pr-RU)-100724 

Page 1 of 5 / CTp. 1 HJ 5 
Sr. No. Test/ IloKaJaTeJJb Result I Pe1yJJbTaTbl Specification/ HopMa 

1 Description / White homogeneous cream . I White or off-white homogeneous cream. I 

OnttcaHtte 
O,11,HopO,ll.HblH KpeM 6eJJoro LJ,Bem. O,11,HopO,ll,HblH KpeM 6eJJoro HJJH nO'!TH 6eJJoro 

u.seTa. 

2 Identification / Retention time of principal peak in Retention time of principal peak in the 
M,11,eHTHll>HKaQHH the chromatogram of test solution chromatogram of test solution should correspond 

correspond to retention time of to retention time of principal peak in the 

principal peak in the chromatogram chromatogram of terbinafine hydrochloride 
reference standard solution (section "Assay")./ 

of terbinafine hydrochloride BpeM51 y,11.ep:>K11BaHH51 OCHOBHOro n11Ka Ha 
reference standard solution. I BpeM51 xpoMaTorpaMMe 11cnb1TyeMoro pacrnopa 
y,11.ep:>KHBaHH51 OCHOBHOrO nHKa Ha ,11.0JJ)KH0 COOTBeTCTBOBaTb speMeHH 
xpoMaTorpaMMe 11cnbnyeMoro y ,11.ep)KHBaHJ-151 OCHOBHOfO m1Ka Ha 

pacTBOpa COOTBeTCTByeT speMeHH xpoMaTorpaMMe pacrnopa CTaH,11,apTHOfO 

y,11,ep)Kl1BaHH51 0CHOBHOf0 nHKa Ha 06pa31.1,a Tep611Haq>11Ha r11,11.poxJJop11,11.a (pa3,11,eJJ 

xpoMaTorpaMMe pacrnopa 
«KOJJH'!ecTBeH Hoe onpe,11,enem1e» ). 

CmH,11.apTHOfO 06pa3ua 

Tep611Haq>11Ha rn,11,poxIIop11,11.a. 

3 pH of aqueous dispersion / pH 6.11 6.0 to 7.5 I OT 6,0 ,11.0 7,5 
BOAHOH ,11,ucnepcIrn 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: Ilpo,11.yKT coorneTcTByeT Tpe6osaHHHM H,[( 3aKJJIO'leHue: O)I:OliPEHO 

Prepared by/ 
no,11.roTOBJJeHo: Ramakant 

~¢ 
IDate / 
:,[(am: 27 .02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
IlposepeHo: Ilpoeepetto (AOK): O,11,06petto: O6ecne'!eH11e Ka'!ecrna/OTseTCTBeHttoe JJ111.1,o: 

Parde~ / umar Amit Kumar" --:::- _cur--1 1L ~\) r--i\ 0 Q -

I Date I Date / !Date/ /v-v] :2,. 7-D ],--L/[1, l, 
: ,[(am: 27.02.2026 L{aTa: 27.02.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 3, B2nJara Hills, Hyderabad - S00034, Te,angan a, Indi a 

Tel: +9140 4900 2900, Fax : +9140 4900 2999, Emc1il: maii@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIII3A 

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

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

Tel : +919816656001-02 
www.drreddys.com 

Product: Exifine (terbinafine), cream for external use 1 % 
flponyKT: 3 K3H(j)1m® (Tep611ttaqnrn), KpeM ,u1rn ttapy)lrnoro np11MetteH11H 1 % 

Market/ PM HOK : Russia / Pocc11H 

Batch No./ 
: V260142 

Batch Quantity/ . 46,705.000 units/ 

CeonH N2 PaJMep cepnn • 46,705.000 e,UHHHLJ, 

Analytical Report No./ 
: 040003294885 

Date of Analysis / 
: 27.02.2026 

AHaJIHTH'lecicnu OT'leT N2 ,l(aTa aHaJIH3a 
Date of Manufacture/ 

: 02/2026 
Date of Expiry/ 

: 01/2029 
,l(aTa npOH3B0J).CTBa roJ).eH AO 
Mfg. License No./ 
Ilpon3BOJJ.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-N2(004010)-(Pr-RU) 
JlHQeH3UH ]fa 

Analysis performed according ND No/ AuaJin3 nposeJJ.eH no H,l( N2: JIII-N2(004010)-(Pr-RU)-100724 

P:ui:c 2 of5 I CTp. 2 HJ 5 
Sr. No. Test/ IloicaJaTeJib Result I PeJVJ11>TaTbl Specification / HopMa 

4 Impurities / IlpuMecu Below BDL / HmKe nopora Any individual unidentified impurity - not more 
perncTpau,1111 than 0.7%. / 

J1106aH e,u11uwrnaH HeH,UeHTH~HU,HpOBaHHaH 
np11MeCb - He 6onee 0,7%. 

Total impurities - not more than 1.0 %. / 
Below BDL / Htt)l(e nopora CyMMa np11Mecei1 - ue 6onee 1,0 %. 

perHCTpaLJ,HH 

5 Weight of the package content Complies/ CooTBeTcTByeT Not less than nominal (10 g) / 
I He Mettee HOMHHaJibHOM (10 r) 
Macca C0JJ.epmHMOro 
ynaKOBKH: 

- mean weight/ 
cpeJJ.HHH Macca 

- weight of 1 tube/ 
Macca 1 Ty61,1 

1 0g / 10 r 10 g ± 9 % (9 .1 g to 10.9 g) / 
10 r± 9 % (OT 9,1 r ,uo 10,9 r) 

•Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMeLJaHne: Ilpo,uyKT COOTBeTcTByeT Tpe6oeaHHHM H)J; laKJIIO'leHne: O,l(OliPEHO 

Prepared by / 
Ilo,uroTOBJietto: Ramakant 

~~ 
Date/ 
Aarn: 27.02.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
IlpoeepeHo: TTpoaepeHO (AOK): O,uo6petto: O6ecne'leHHe Ka'leCTBa/OTBeTCTBeHHOe JIHLJ,O: 

Pardeep Kumar 
- f -

AmitKum~ ____i'.._V~IL 'K.VNP.Q__ 

Date/ Date/ IDate / ___/4v/ 17,.--C) 2-Jo)_, t, )J;aTa: 27.02.2026 )];am: 27.02.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, BanJ3ra Hills, Hyderabad - 500034, Teiangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKA T AHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product: Exifine (terbinafine), cream for external use I % 
IlpoL1yKT: 3K3Hqnrn® (Tep6Httaqmtt), KpeM LIJlH ttapy)l(ttoro rrpHMettettHH I % 

Market/ P1>rnoK : Russia/ Poccm1 

Batch No./ 
: V260142 

Batch Quantity I . 46,705.000 units/ 
Cepm1 .N'2 PaJMep cepuu • 46,705.000 eJJ,HttHQ 

Analytical Report No./ 
: 040003294885 

Date of Analysis / 
: 27.02.2026 

AuaJIHTH'leCKHH 0T'leT .N'2 ,lJ:aTa auanuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

: 01/2029 
,lJ:aTa ITPOH3B0LICTBa roL1eH )1.0 

Mfg. License No./ 
IlpoHJBO)I.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'2(004010)-(Pr-RU) 
JIHIJ;eHJHH .N°2 
Analysis performed according ND No/ AuaJIHJ npoBeL1eH no H,LJ: .N'2: JIIl-.N'2(004010)-(Pr-RU)-100724 

Sr.No. 
6 

7 

Test I IloKaJaTeJih Result I PeJyJihT8Thl 
Microbial purity/ MuKpo6uoJiorn11ecKaH 11ucT0Ta 

Total aerobic bacteria count/ 
O6mee 'HICJlO a3po6tthIX 
6aKTepHw 

Total combined yeast and 
moulds I O6mee 'IHcno 
LIPO)l()l(eBhlX H rrnectteBhIX 
rpH60B 
Staphylococcus aureus 

P. aeruginosa 

Assay/ KoJiu11ecTBeuuoe 
onpeL1eJieuue 

Less than IO CFU/g / 
Mettee IO KOE/r 

Less than IO CFU/g / 
Mettee IO KOE/r 

Absent in 1 g/ OTCYTCTByeT B Ir 

Absent in I g/ OTcYTcTByeT B Ir 

9.94 mg I 9,94 Mr 

Pa~e 3 of 5 I CTp. 3 HJ 5 
Specification / HopMa 

Not more than 102 CFU/g. / 
He 6onee I 02 KOE/r. 

Not more than 101 CFU/g. / 
He 6onee 101 KOE/r. 

Shall be absent in I g. / 
OTcyTcTBHe B I r. 

Shall be absent in I g. / 
OTcyTcTBHe B I r. 

9.0 mg to 11.0 mg of C21H2sN·HCI (terbinafine 
hydrochloride) in I g of cream. / OT 9,0 Mr LIO 
11,0 Mr C21H2sN·HCI (Tep611ttaqnrna 
rn,npoxnop11.n) s I r KpeMa. 

Remarks : The Product confirms to ND/ !Conclusion : APPROVED / 
I IlpuMe11auue: ITpo,nyKT cooTBeTCTByeT Tpe6osattHHM HJ:( 3aKJIIO'lenue: O,LJ:OliPEHO 

Prepared by/ 
ITo,nroTosnetto: Ramakant 

~dy: 
Date / 
,Ua-ra: 27.02.2026 

Checked by / Checked by (AQA) / 
ITpoBepetto: ITpoaepetto (AOK): 
Pardeep Kumar Amit Kur ar .--,-A... --
Date / Date / 
)],am: 27.02.2026 ,[(aTa: 27.02.2026 

Approved by: Quality Assurance/ Authorized person / 
O,no6petto: O6ecrre1Jett11e Ka1JecTBa/OTBeTcTBettttoe nHuo: 

~\. l} r--l I L K \J ~'-'1 f\ YL_ 
/ t ---1 -

[
Date/ 
,Ua:ra: 

:;q-02-,i_Ol-( 

Registered Office: 8-2-337, Road No. 3, B211pra Hills, Hyderabad - 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKA T AHAJIII3A 

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

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

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

Product: Exifine (terbinafine), cream for external use 1 % 
Ilpo,!lyICT: 3K311dnrn® (Tep611Haqnrn), KpeM .11:irn Hapy)Kttoro np11Mettett11J1 1 % 

Market/ PbIHOK : Russia / Pocc11J1 

Batch No./ 
: V260142 

Batch Quantity / . 46,705.000 units / 
CepuH .N'2 Pa3Mep cep1111 • 46,705.000 e,!lHHHU. 

Analytical Report No./ 
: 040003294885 

Date of Analysis / 
: 27.02.2026 

AttaJIHTH'leCKHH OT'leT .N'2 )],aTa attaJIH3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry I 

: 01/2029 
,IlaTa npOH3B011CTBa roL{eH AO 
Mfg. License No./ 
IlpOH3B0,!lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(004010)-(Pr-RU) 
JIHUeH3HH .N'! 
Analysis performed according ND No/ AuaJIH3 npOBe,!leH no H)]; .N'2: JIII-.N'2(004010)-(Pr-RU)-100724 

Page 4 of 5 / CTp. 4 HJ 5 
Sr. No. Test/ IloKa3aTeJib Result/ Pe3VJibTaTbl Specification/ HopMa 

8 Description of packaging / 10 g Ill a tube of lacquered 10 g in a tube of lacquered aluminum. Each tube 
Onucauue yiiaKOBKH aluminum. Each tube and patient and patient information leaflet in a carton pack. / 

information leaflet in a carton pack. / rro 10 r B Ty6y 113 JiaKHpOBaHHOro aJIIOMHHHJI. 
rro 10 r B Ty6y 113 JiaKHpOBaHHOro Ka)l(.ny10 Ty6y c HttcTpyKu.11ei1 no np11MetteH1110 
aJIIOMHHHJI. Ka)K,ny10 Ty6y C noMell(a!OT B na11Ky KapTOHHYIO, 
l1ttcTpyKu.11ei1 no npHMeHeHHIO 
noMell(alOT B na11Ky KapTOHHYIO, 

API name/ Ha11MeH0Bauue A<l>C: Terbinafine hydrochloride/ Tep611ttaqrntt rH,[],poxnopHA 

INN /MHH Terbinafine / Tep6uttaqrntt 

API manufacturer batch number/ 
TN22040039 

HoMep cepuu npoH3BOAHTeJIH A<l>C: 
FP Manufacturer API Batch number / 

FEQA00062 
HoMep cepuu cy6cTauuuu npOH3B0JlHTCJIH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
II p11Me'l3HHe: flpO,Uy!IT COOTBeTCTByeT Tpe6oBaHHJIM H,ll 3aKJIIO'leuue: O)1,OEPEHO 

Prepared by / 
no.n.roTOBJieHo: Ramakant 

~~ 
'Date I \ 

,llarn: 27.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ripoBepetto: ITpoBepetto (AOK): 01lo6pe110: O6ecne11ett11e Ka11ecTBa/OTBeTCTBettttoe n11u.o: 

Pardee~ Amit Kum/\ ...----" __ _i2 U ,~ \ L K vv-,\ f\ rL 

Date / IIDaie / 
,llaTa: 27.02.2026 )].am: 27.02.2026 

'Date/ 
,[{am: ~ vvj 121.--0'2-- J b 2 k 

Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: rnaii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

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

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

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

Product: Exifine (terbinafine), cream for external use 1 % 
Ilpo,ny1CT: 3K311Qll1H® (Tep611ttaqrntt), KpeM )])IR ttapy)l<HOro np11MetteHH.H 1 % 

Market/ PbIHOK : Russia/ Pocc11.H 

Batch No./ 
: V260142 

Batch Quantity I . 46,705.000 units I 
CepttH N2 Pa3Mep cepuu • 46,705.000 e,nl1H11U 

Analytical Report No./ 
: 040003294885 

Date of Analysis / 
: 27.02.2026 

AuaJIHTH'leCKHii 0T'leT N2 )laTa auaJitt3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

: 01/2029 
)laTa np0H3B0)],CTBa ro.neu )],0 

Mfg. License No./ 
IJpOH3B0)],CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-N2(004010)-(Pr-RU) 
JIHUeH3HH N2 
Analysis performed according ND No/ AuaJitt3 npoBe,neu no H)l N2: JIII-N2(004010)-(Pr-RU)-100724 

Page 5 of5 / CTp. 5 HJ 5 
r JI<I>: 
API Manufactured by & country / Hetero Labs Limited, India/ 
IIpott3BO)],ttTeJib A<l>C, cTpaua: XeTepo Jla6c J111M11Tea, l1tt,n11.H 

. 
Name, address, authorization No for FP 
manufacturing site I Control site I Release Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Kho!, Nalagarh 

site I Road, Baddi, Distt. Solan HP 173205, India (license No MNB/05/263) / 

HattMeHOBaHtte, a,npec, JIHUeH3HH ,llJIH 
,0:-p PeMH'c Jla6opaTOp11C JlTJ:l., l1H,lll1.H, IlpOH3B0,llCTBeHHOe noapa3,lleJieH11e-6, 
Bunn. Kxonh, Hanarapx Poy.n, 6aM11, ,0:11cTp11KT Conatt, X.TI., 173205, 11HA11R 

IIpott3B0,llCTBeHHaH nJiomaaKa / IlJiorn;aJJ,Ka 
(nuueH311ll N~ MNB/05/263) 

KOHTp0JIH Ka'leCTBa / IlJiorn;a,nKa BbinYCKa 
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'leHHe 0 C00TBeTCTBHH: «HacTOllll(HM .H nO,llTBep)K,llaIO, qTo npttBe,lleHHall BbilIJe HHCpopMaI . .(Hll .HBJI.HeTCll ,llOCTOBepttoii " 
Toqttoii. 3m cep11l1 npoayKLJ,1111 npOH3Be)],eHa (BKJI!Oqa.H ynaKOBKY (MapKttpOBKY) H KOHTpOJib KaqecTBa) Ha BbillleyKa3aHHOH 
npOH3B0,llCTBeHHOH nnoma,11,Ke (nnomaaKax) B IlOJIHOM COOTBeTCTBHH C Tpe6oBaHHllMH TipaBHJI Ha,[lJie)Kameii np0113B0,llCTBeHHOH 
npaKTHKl1 EBpa311HCKOro 3KOHOMHqecKoro COI03a H Tpe6oBaHHllMH KOHTpOJI.H KaqecTBa JieKapCTBeHHbIX cpe,11,CTB, a T3K)Ke B 
COOTBeTCTBHl1 co cneumpHK3UHllMH, co,11,eplK31l\11MHCll B perHCTpau110HHOM ,llOCbe CTpattbl-HMnopTepa. 3an11c11 no np0113B0,llCTBY, 
ynaKOBKe 11 3HaJil13Y npoBepeHhl, 11 ycTaHOBJieHO 11X COOTBeTCTBHe Tpe6oBaHH.HM TipaBHJI Ha,11,Jie)Kameii np0113B0,llCTBeHHOH npaKTHKH 
EBpa3HHCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpttMeqauue: IlpOAYKT cooTBeTcTByeT Tpe60Batt11.HM H,[( .3aKJIIO'leuue: O).]_OliPEHO 

Prepared by / 
Tio,11,roTOBJietto: Ramakant 

~ 
Date/ 
,[(am: 27.02.2026 

Checked by/ 
IlpoeepeHo: 
Pardeep Kumar 

J --_,___ 

Date/ 
,[(am: 27.02.2026 

Cheeked by (AQA) I 
Ilpoeepeuo (AOK): 
Amit Ku,1.1,a~ --Date/ 
,[(am: 27.02.2026 

Approved by: Quality Assurance/ Authorized person / 
Oao6petto: O6ecneqett11e KaqecTBa/OTBeTcTBettttoe n11uo: 

_( u ,__, i L K \l I-'\ P-,2..._ 
_L_., 

;;J.,~-o 2.--,f ID-.-£ 

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

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 


