Dr.Reddy’s “:.

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Kkol, Maiazarh Road, Baddi,
Distt. Solan, H.P, 172 205, INDIA

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Exifine tablets 250mg /
IlpoaykT: Jx3nduH® Tabnerku 250 mr

JauueH3ua Ne

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / ~ 1,25,000 tab /

|Cepus Ne 8 ratEne Pazmep cepuu ' 1,25,000 Tab

Analytical Report No. / I

Anagnrnuecknii oruer  : 040002935953 Daterof. Analysisi/ : 28.05.2025

N JlaTta ananuza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTta mpousBoacTBa Toaen g0 - ]
Mfg. License No. /

IpoussoacTeeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(002894)-(PI'-RU)

Analysis performed according ND / Ananns nposeaen no: JIII-Ne(002894)-(PI'-RU)-280723

Ne Test / IloxazaTennb !

1 | Description / Onucanue

on other

Jpyroif CTOpOHBL.

Result / Pe3ynsTaTsl

Page 10f 7/ Crp. 1 m3 7
Specification / Hopma

White round, biconvex tablets with the
break line on one side and plain surface
side /
JIBOSIKOBBINYKJIBIe TabsieTku ©Oenoro
L[BETA C JACTUTENBHON PUCKOH ¢ OAHOM
CTOPOHBI H TJ1aJKOH MOBEPXHOCTBIO C

Kpyrneie

White to off-white round, biconvex tablets with
the break line on one side and plain surface on
other side. / Kpyrible JBOSKOBBINYKIIbIE
tabnaeTku oT Genoro 0 noutu 6enoro LBeTa ¢
JeNMUTENbHOM PHUCKOH € OAHOHM CTOpOHBI H
rNagKoH MOBEPXHOCTHIO € JPYTroH CTOPOHBI.

2 |Identification / I/Izle_HTmanaunﬁ

2 ByHPLC/
a | B9XKX

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUIM

The retention time of the main peak in the test
solution chromatogram should correspond to the |

Remarks : The Product confirms to ND/

ITpumeuanne: [Iponykr coorseTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Sarita Sharma ITpoBepeHo: Pardeep Kumar Opo6peno: Menemkep / Bykopqantens

s —— Amit Kumar PN
Reprint Date / Reprint Date / Reprint Date / '

Jlata: 28.05.2025

Jlara: 28.05.2025

Hata: 28.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Maiagarii Road, Baddi,
Diste. Solan, A.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Exifine tablets 250mg /
[ IMpoaykT: Ox31pun® Tabnetkn 250 Mr

Market / PoiHok : Russia / Poccus

Batch No./ . Batch Quantity / . 1,25,000 tab /
Cepust Ne  Vesis | Pa3mep cepuH " 1,25,000 Tab
Analytical Report No. / .

Amasurauecknii oruer  : 040002935953 Daterol.analysis/ : 28.05.2025
Ne JaTta ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JaTta npoun3BoacTBa TI'ogen go

Mfg. License No. /

IlpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(002894)-(PI'-RU)
JIMHeH3ust Ne

Analysis performed according ND / Anannz nposegen no: JIII-Ne(002894)-(PI'-RU)-280723

i

By UV-spectrophoto-
metry/
'Y ®-cnexkrpodoromerpusn

Page2of 7/Crp. 2 u3 7

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUIM

| MaKCHMYM
| ANTHHaX BOJH.

retention time of the main peak in the|
chromatogram of terbinafine hydrochloride|
reference standard solution (Assay section)./|
Bpemsi ynepxvBaHMS OCHOBHOTO IIHKAa Ha

XpomaTtorpamme UCIIBITYEMOTI'O pactBopa
JOJIKHO COOTBCTCTBOBATH BpPEMCHHU
yAEpXKUBaHHUs OCHOBHOTI'O MnUuKa Ha
XpoMarorpamme pacTBopa CTaHAapTHOTO

obpasiia TepbuHatduHa rugpoxiaopuna (pasnen
«KonuvecTBeHHOE ONPEEIICHHEY).

UV absorption spectra of test sample and
reference standard of terbinafine hydrochloride
should exhibit the maximum at same
wavelengths./

YO-criekTpbl ~ MOTJIOUWIEHUS  UCIBITYEMOTO
obpasna i cTagaapTHoro obpasua tepbuHapyHa
MAPOXJIOPHAA  JIOJDKHBI  [€MOHCTPHPOBAThH
HOTNOLWEHNS! TPU  OAMHAKOBBIX

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBannaM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Sarita Sharma

F:

Checked by /
IIposepeHo: Partdeep Kumar

N _————

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Py;coso,iynenb
Amit Kumar \

Reprint Date /
JlaTta: 28.05.2025

Reprint Date /
Hara: 28.05.2025

Reprint Date / v
Iara: 28.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLCONASNT

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solzn, H.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Exifine tablets 250mg /

Hpoaykr: Ix3upun® Tabnetku 250 mr

Market / Poinox

: Russia / Poccus

Batch No./ . Batch Quantity / . 1,25,000 tab /

Cepusa Ne_ YD Pa3mep cepun * 1,25,000 Tab B
Analytical Report No. / X

Ananurveckmii oraer 040002935953 Date of Analysis / : 28.05.2025

No JlaTa aHanu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JaTa npox3BoacTBa T"oaen 1o

Mfg. License No. /

IlpousBoaCTBEHHAN : MNB/05/263 MA number: / Homep PY  : JI[1-Ne(002894)-(PT-RU)
Jnuen3zus Ne

Analysis performed according ND / Ananu3 nposenen mo: JITI-Ne(002894)-(PT'-RU)-280723

| Ne

Test / IToxazaresnb

Result / Pe3yabTaThl

Page3of 7/ Crp.3 u3 7
Specification / Hopma

3 Average Weight /
Cpennsisi Macca

402.1 mg/402.1 mMr

400 mg £ 5.0 % (from 380 to 420 mg) /
400 Mr = 5,0 % (o1 380 Mr o 420 wmr)

4 [Dissolution / PacTBopenue

99 %, 99 %, 100 %, 99 %, 99 %, 99 %

Not less than 75 % (Q) of the labeled claim of
C,Ha2sN (terbinafine) should be dissolved in 45
minutes. / He menee 75 % (Q) oT HOMUHANBLHOTO
conepxanus C2 HasN (TepOunadun) 10KHO
PAacTBOPUTECS Uepes 45 MUHYT.

5 [Impurities / Ilpumecn

Any individual impurity / |
JTtobast eAnHUYHAS IPUMECH
[Total impurities /
CyMMa npumeceit

0.05%

0.05%

Not more than 0.2% / He 6onee 0,2 %

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

Remarks : The Product confirms to ND/
Ipumeyanmue: [IpoaykT cootBercTByeT Tpebopaguam HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Jara: 28.05.2025

Jata: 28.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Sari[;_l{ShaLma IIposepeno: Pardeep Kumar Opnobpeno: Menemxep / Pykosogureb

B —— Amit Kumar N —
Reprint Date / Reprint Date / Reprint Date / I

Hara: 28.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiMN: LOG1OSAPINEADPLCOONB0Y

www.drreddys.com
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Dr. Reddy'’s Laboratories Ltd.

Formulation Unit-6
yill. Khol, Maiazarh Road, Baddi,
DStL Sol:a\ H.B, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Exifine tablets 250mg /
Ipoaykr: Dx3udbun® Tabnerku 250 mr

Market / PoiHok : Russia / Poccus

Batch No./ . Batch Quantity / . 1,25,000 tab /
Cepus Ne e |Pazmep cepun " 1,25,000 Tab
Analytical Report No. / .

AnauTHuecknii oTaer  : 040002935953 Diaterof, Smalysis : 28.05.2025
No Jarta ananuza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JaTta npou3BoacTBa T'onen no

Mfg. License No. /

Ipou3BoACTBEHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(002894)-(PI™-RU)
JHUEH3HA No

Analysis performed according ND / Auanns nposeaen no: JITI-Ne(002894)-(PI'-RU)-280723

) Test / IlokazaTenb

Page4 of 7/ Crp. 4 u3 7

Specification / Hopma

OaHopoaHOCTH
MO3MPOBAHHBIX eHHMIL

Ne Result / PesyabTaTthl

6 (Water content / ' 1.8 %
Conepxanune BOAbLI

7 [Uniformity of dosage units| 0.8

'8 Microbiological purity / MuUKpOOHOIOrHYECKAST YHCTOTA

a) Total aerobic microbial
count / Ob1ee yucno
A3pOoOHBIX
MUKPOOPraHH3MOB

b) Total combined yeasts
and moulds count / Ob1uee
YHCIIO JPOMOKEBBIX H
[MJIECHEBBIX IPHOOB

ic) Escherichia Coli

Less than 100 CFU/g/
Menee 100 KOE/r

Less than 100 CFU/g /
Meree 100 KOE/r

Absent in 1g/
OTtcyTCTBYET B 11

Not more than 5.0% w/w /
He 6onee 5,0 % m/Mm

ObITH HE Boree 15,0

|Acceptance value (AV) should be not more than |
15.0. / Iokazarens npuemneMoctd (AV) nobkeH

Not more than 10° CFU/g /

He 6osnee 10° KOE/r

Not more than 10> CFU/g /
He 6onee 10> KOE/r

|Shall be absentin 1 g/
JIo/KHBI OTCYTCTBOBATE B 1 T

Remarks :

The Product confirms to ND/

Ipumeyanue: [Iponykt coorBeTcTBYET TpeboBaHUAM HI

Conclusion : APPROVED /
3axmodenune: OJJOBPEHO

Prepared by /

Iloxgrorosnexo: Sarita Sharma

|4

Checked by /

e o

ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pvmgonmenb
Amit Kumar A= o

Reprint Date /
Jara: 28.05.2025

Reprint Date /
Hara: 28.05.2025

Reprint Date / f
Hara: 28.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
Gl LA LAY AN GG FLCODND0Y

www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Yiil. Khol, Majagarh Road, Baddi,
DSLL Solan, A.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Exifine tablets 250mg /

Hpoayxr: Dx3uhuH® Tabnerkn 250 Mr

Market / Puinox

: Russia / Poceust

Batch No. / . Batch Quantity / . 1,25,000 tab /

Cepus Ne SYaee Pa3mep cepuu * 1,25,000 Tab

Analytical Report No. / .

Amagiraveckuii oraer @ 040002935953 Date of Analysis / : 28.05.2025

No Jdara ananu3sa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

Jata npou3BoacTBa I'onen no

Mfg. License No. /

IHpoussoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(002894)-(PT-RU)
auuensns Ne

Analysis performed according ND / Ananu3 nposeaen no: JIII-Ne(002894)-(PT-RU)-280723

! Test / IToxazaTennb

Result / PesynbraTsl

Page 50f 7/Crp. 5u3 7

Specification / Hopma

9 Subd1v1s10n of tablet /
!,Z[eJIPlMOCTb Ta0JEeTKH
|

10/Assay / KonnuecTBeHHOE
ompenejieHHe

Ll

1 Packaging / Onucanue

YIIaKOBKH

Complies as prescribed /
CoOTBETCTBYET TPEOOBAHUSIM

247.69 mg / 247.69 mr
(99.08%)

Not more than one individual mass should
deviate from the mean by more than +15 % and
no individual mass should deviate from the mean
by more than 25 %. /

He Gosiee ogHON UHAUBUAYAIBHOW MacChl
OTKIIOHAETCS OT CpeAHero 3HaueHus boJee yem
Ha £15 % ¥ HU OlHAa UHAUBUAYaJIbHAA Macca He
OTKJIOHSETCS OT CPeHero 3HaYeHust 6osiee ueM
Ha £25 %.

237.5 mg to 262.5 mg (95.00 % to 105.00 % of
the label claim) of C,1HasN (terbinafine) per
tablet / Ot 237,5 Mr 1o 262,5 mr (0T 95,00 % 10
105,00 % OT HOMHHAIBHOIO CONEPXKAHHS)
Cy1HasN (Tepbunadun) B Tabnerke.

16 tablets in PVC/aluminum blister, 1 blister and a patient information leaﬂetrr(package
insert) in a carton pack. / ITo 16 tabnerok B [IBX/amomunuessiit 6muctep, 1 6auctep
BMECTE ¢ HHCTpPYKIIHEH N0 MpUMEeHeHHUIO (IMCTKOM-BKJIa/IbIlieM) B NaYKy KapTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuanne: [TponykT cooTBeTCTBYET Tpedosanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarotoBiieHo: Sarj&a Sharma ITposepeno: Pardeep Kumar Onobpeno: Menemkep / Pykopoaurenb
o ! Amit Kumar \ —

Reprint Date / Reprint Date / Reprint Date / J

Jara: 28.05.2025 Hara: 28.05.2025 Hara: 28.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIM; L85195AP1R81PLLONASNTY

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A
Product : Exifine tablets 250mg /
Ipoaykr: Dx3nduH® Tabnerkyn 250 mr
Market / Poinok : Russia / Poccus
Batch No./ . Batch Quantity / . 1,25,000 tab /
Cepust No. | MeSROos Pa3mep cepun " 1,25,000 Tab
Analytical Report No. / .
Auajgurruecknii oruer  : 040002935953 Dateiof Balysish/ : 28.05.2025
No JlaTa ananuza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
Jlara npousBoacTBa TI'oaen a0
Mfg. License No./
IIpoussoacTBenHas : MNB/05/263 MA number: / Homep PY = JIIT-Ne(002894)-(PT-RU)
JuneH3usa Ne
Analysis performed according ND / Ananu3 npoegen no: JIIT-Ne(002894)-(PI'-RU)-280723

Page 6 of 7/ Ctp. 6 3 7

API name / HaumenoBanne ADC: Terbinafine hydrochloride / Tepbnnabuna rugpoxyiopus

INN / MHH Terbinafine / TepbuHapux

API manufacturer batch number / TN24080133

Howmep cepun npounszsoauntens ADC:

FP Manufacturer API Batch number / FERAO00536

Homep cepuu cy6erannuu nponssoautens I'JID:

API Manufactured by & country / Hetero Labs Limited, India /

Hpoussoaurenb ADC, cTpana: Xetepo Jlabc Jlumuren, Uunus

Name, address, authorization No for FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

manufacturing site / Control site / Release site / Distt. Solan (HP) 173205, India (license No MNB/05/263) /

HaumenopaHue, aapec, JHICH3US 1JI5 IpousBojcTBEHHOE MoApasAeieHne-6, Buun. Kxons,

IIponzBoacTBeHHas nuoLagKka / Hanarapx Poyn, bagau, Juctpukt Conan, X.I1., 173205,
Wuaus (munensust Homep MNB/05/263)

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Hpumeyanue: [poaykr cootseTcTByeT Tpedosanusam HJI 3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosieHo: Sarita Sharma [posepeno: Pardeep Kumar Onobpeno: Menemxep / PyKOBE,E[HTeIIB
% = - Amit Kumar e

Reprint Date / Reprint Date / Reprint Date / "

JlaTa: 28.05.2025 Hara: 28.05.2025 JaTa: 28.05.2025

Registared Cffice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

vill. Khol, Naizgark Road, Baddi,
Distc. Solan, H.F., 173 205, INDIA
et R 5680301-02

e wGh O

VIWWL AR CVC. oo

CEPTU®HKAT AHAJIU3A
Product : Exifine tablets 250mg /
Hpoayxr: Dx3upuH® Tabnerkn 250 Mr
Market / Poinok : Russia/ Poccus
Batch No. / . Batch Quantity / . 1,25,000 tab /
Cepus Ne - § MS00P0 Pa3smep cepuu * 1,25,000 tab
Analytical Report No. / .
AmagnTHueckuii oruer  : 040002935953 Dateiof Amalysisy : 28.05.2025
No JlaTa ananusa
Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2028
JaTa npon3BoacTBa Tonen no
Mfg. License No./
TIpousBoACTBeHHAS : MNB/05/263 MA number: / Homep PY  : JI[1-Ne(002894)-(PI"-RU)
auueH3zus Ne
Analysis performed according ND / Auanu3 nposegen no: JII1-Ne(002894)-(PT'-RU)-280723

Page 7of 7/ Ctp. 7u3 7
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 (No. GMP/EAEU/RU/00554-2022 dt. 02
September 2022) 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».
3aKiII04eHHe 0 COOTBeTcTBHH: «HacToflMM s MOATBEPXKAAIO, 4TO NpPUBENEHHAs BbllIe MHPOPMALUs ABJIAETCS
JIOCTOBEPHOI ¥ TOUHOM. DTa cepys MPOAYKUAHU TPOU3BeAeHa (BKIIIOYAs YITIAKOBKY (MapKUPOBKY) M KOHTPOJIb KaueCTBa)
Ha BblIIEYKa3aHHOH NPOM3BOJCTBEHHON IUIOMazKe (IUIOMIA/KaxX) B IIOJHOM COOTBETCTBHH ¢ TpeboBaHusimu [Ipasui
HajJIexXallel IpoM3BOACTBEHHOM npakTku EBpasuiickoro skoHoMudeckoro corosa (Ne GMP/EAEU/RU/00554-2022
ot 02 cenTsiops 2022) 1 TpeGOBaHHIMY KOHTPOJSl KaueCcTBa JEKAPCTBEHHBLIX CPEJCTB, & TakKe B COOTBETCTBHU CO
cnenuUKAlUSAMH, COIEPXALIUMHCSA B PErMCTPAllHOHHOM [OChE CTPaHbI-UMIIOPTEpa. 3alucH MO NPOWU3BOACTBY,
YIaKOBKE M aHajlu3y MpOBEPEHbl, M YCTAHOBJEHO HX COOTBETCTBME TpeboBanusaM [lpaBun HajnexaleH
IPOM3BOJICTBEHHOM NpakTUKH EBpa3niickoro 3KOHOMMYECKOTO COHO3a».

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3akiawyenne: OJOBPEHO

Ilpumeuanune: [Tpoaykt coorBeTcTBYeT TpeboBanusM H]T

Prepared by / Checked by / Approved by: Manager/Executive /

IMonrotoineHo: Sarita Sharma [Iposepeno: Pardeep Kumar Onobpeno: Menenxep / Pykogoantenb
B =l Amit Kumar K -

Reprint Date / Reprint Date / Reprint Date / i

JHara: 28.05.2025 Jata: 28.05.2025 Jara: 28.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN- | R5195AP19&84PLCON4507

www.drreddys.com




