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CEPTUDUKAT AHAJIM3A
Pagelof 7/Ctp. 1m3 7
+ |Product: Ibuclin Junior, dispersible tablets (for: children) 100 mg + 125 mg ' TR IF “ryy
H6yxaun FOuunop®, Tabierkn aucneprupyemole [nas aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2501888 - Pasmep cepuu : 1500000.0 Tab
Analytical Report No/ 040003090757 Date of Analysis / 22-09-2025
Ananurnyeckuii otyer Ne: JaTa ananusa:
Date of Manufacture / 08/2025 Date of Expiry / 07/2030
JaTa npou3BoacTBa : T'ogen no :
Analysis performed according ND / Auanan3 npoegen no H: JIIT-Ne(004427)-(PI'-RU)-260124 |

Ne Test / [loka3zaTennb | Results / Pe3yabTaTsl Specification / Hopma

1 | Description / Onucanue Pink round flat-faced beveled-edge | Pink round flat-faced beveled-edge
tablets with impregnations and a|tablets with impregnations and a score-
score-line on one side and line on one side and characteristic odor./
characteristic odor. /| Kpyrnbie MIOCKOLHJIMHAPHYECKHUE
Kpyrible nuockolyidHapuyueckie TabneTkn pO30BOTO nBeTa c
TabNeTKH  pPO30BOr0  1IB€Ta  C | BKparUieHHAMH, ¢ (ackoil M pUckoil Ha
BKparieHusiMH, ¢ ¢ackoil 1 puUckol |oJHOH  CTOpOHE, C  XapaKTepHBbIM
Ha OJHOW CTOPOHE, C XapaKTEPHbIM |3araxoM.

3anaxoM. |

| 2 |Identification / ' Complies as prescribed/ The retention times of the main peaks on |
IlognnHaHOCTD CooTBETCTBYET the chromatogram of the test solution
|

should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (Assay section). /
Bpemena  yaepxkuBaHHA  OCHOBHBIX
MHKOR HA XpoOMaTOrpaMMme
HCIBITYEMOTO  pacTBOpa  JOMXKHBI
COOTBETCTBOBATH BpEMEHaM
YIEPKUBAHUS MHKOB Ha
XpOMAaTOrpaMMe pacTBOpPa CTaHIapTHBIX
obpasuoB ubynpodena u napateramosna
(paznen «KonuyecTreHHOE
: ONpELEICHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [poaykr coorBercTBYeT TpeboBaHUaM H/I 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
[MonroroBnexo: IpoeepeHo: [Tpoeepeno (AOK): ||OnoGpeno: ObecrieyeHue kauecTBa/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant b Ajay Kumar, ampo: _ <Nt KOMAR

N

/ 7 Srivastava :\\\ \
f:;-i" W @V\U’L o~ _ JV/)

"
Date / 22-09-2025 Date / 22-09-2025 ||Date /22-09-2025 Date / ,9%—69,0(05
Jara: Nara: Hara: Hara:

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: L851954P1984FLCO04507
www.drreddys.com
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'Product: Ibuclin Junior, dispersible tablets (for children):100 mg:+ 125 mg

HGykaun IOnuop®, Tabnerku aucneprupyemoie [as gereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust Ne : V2501888 Pazmep cepum : 1500000.0 Tab
Analytical Repo‘}‘t No/ 040003090757 Date of Analysis / 22-09-2025
AHaJUTHYECKHH oTueT No : JlaTa apann3za:

Date of Manufacture / 08/2025 Date of Expiry / 07/2030

JlaTa mpoH3BoJCTBa : T'oxen fio :

Analysis performed according ND / Anasn3 npoBeaen no HJI: JITT-Ne(004427)-(PI-RU)-260124

Ne Test / IloxazaTenap

Results / PesyabTaThl

i 3 | Average weight of tablets /

Cpennsas macca TabeTox

4 | Disintegration /
PacnagaemocTh

i 5 |Dissolution / PactBopeHue

365.7 mg/ 365.7 Mr

Complies/CooTBeTCTBYET

00 min 41 sec/ 00 muH 41 cex

Specification / Hopma
357.7 mg to 372.3 mg
(365.0 mg +2.0 %). /
Ot 357,7 mr no 372,3 Mr
(365,0 Mr 2,0 %)

Not more than 3 min/
He 6onee 3 Muu

6 |Dispersibility /
JAucnepcHocTh

99 % to 103%

96 % to 101%

Complies / CooTBeTCTBYET

Not less than 70 % (Q) of C;3Hi50:
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi30;
(ubynpoden) uepes 30 MUH

Not less than 70 % (Q) of CgHsNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO,
(napauetamon) uepe3 30 MUH

Uniform suspension passing through the
710 pm sieve is formed / O6pasyerca |
OJTHOpPOZAHASl CYCNEH3Hs, IpOXOoJsias |
yepe3 CUTO ¢ PasMEpPOM OTBEPCTHH
710 MKM

7 :Related substances / PoacTBeHHble npuMecH

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTBYeT TpeGopanuam HJI

Conclusion : APPROVED /
3akmoyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroroesueHo: [poeepeHo: [Tpoeepeno (AOK): [|OnoGpeno: Obecneuenve kauecTBa/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant Ajay Kumar TTHLO! Y

A mﬂk Srivastava __LX’\ Y ~QyriL Ky R
Date / 22-09-2025 Date/ 22-09-2025 ||Date /22-09-2025 Date / 9,&/00),40; ¢
Jara: Hara: Hara: Hara:

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

Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984PLCO04507

www.drreddys.com
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Distt. Solan, H.P., 173 205, INDIA
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CEPTHOUKAT AHAJIN3A

Page3of 7/Ctp.3u3 7

Product: Ibuclin Junior; dispersible tablets (for children) 100 mg + 125 mg=-i .- ®

|M6yknnn FOunop®, Tabaerkn aucoeprupyemsie s aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /

|Cepusi Ne : Mol Pasmep cepun : 1500000.0Ta6

iAnalytical Report.No /

Date of Analysis /

. 040003090757 22-09-2025
|ApasmTuyeckuii oTdyer Ne : Jara anajiusa:
l .
Date of Manufacture / 08/2025 Date of Expiry / 07/2030
[/laTa mMpOU3BOACTBA & I'open 110 :

'Analysis performed according ND / Ananus nposeaen no HJI: JITT-Ne(004427)-(PI-RU)-260124

Ne ‘ Test / llokazaresn
'Method 1/ Meron 1
4-Aminophenol content /
OmnpeneneHue coaepxKaHus
4-amuHodeHona

Results / PesyabTaThl

0.0001%

Specification / Hopma

4-aminophenol (paracetamol impurity) - |

not more than 0.005 %
4-amUHOPEHOI
napareramona) - He 6onee 0,005 %

Method 2 / MeTopn 2

Determination of Tbuprofen

(npumecs

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than

and Paracetamol Below BDL (BDL=0.05 %)/ Huxke | (.2 9

unidentified impurities / R S g EnuHHYHAS — HEWJIEHTHOULMPOBaHHAs
OmnpeneneHue (F=0:05%) pUMeECh ubynpodeHa UJTH
HeuJeHTUPULHPOBAHHBIX napateramona - He 6onee 0,2 %
npumeceii n6ynpodeHa u

napaueraMona

Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.0001%

npumeceil (Merton 1+

Merton 2)

8 | Microbial limits* / MukpoGuoJorudeckasi 4HCTOTA™

a) Total aerobic microbial
count / Ob1iee yuciao
aspobHBIX
MHKPOOPTaHH3MOB

NA

| Not more than 10° CFU/g /

He 6onee 10° KOE/r

Remarks : The Product confirms to ND/
Tpumeuanue: [Tpoaykr cooTeeTcTyeT TpedoBanuim HA

Conclusion : APPROVED /
3axniouenune: OJOBPEHO

Approved by: Quality Assurance/Authorized person /

Prepared by / Checked by / Checked by (AQA) /
[TosraTosneHo: [TporepeHo: [Mposepeno (AOK):
Yogesh Chauhan Rama Kant Ajay Knmar

- Srivastava .- \/

V% @l

-
—

Ono6peno: Obecneyenue kauecTsa/OTBETCTBEHHOE

MHTIO: \QU L Cuea A

4V

Date / 22-09-2025
Jara:

Jara:

Date / 22-09-2025

Date /
Jara:

Date /22-09-2025
Jara:

070G 0>S

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: L85195AP1984FLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-&

Viil. Kho!, Nalagarh Road, Bacdi,
Distt. Solan, H.P., 173 205, INDIA
[al - +91 92166 56001-02
www.drreddys.com

CEPTU®UKAT AHAJIU3A
Page4 of 7/ CTp. 4 3 7

Product: Ibuclin Junior; dispersible tablets (for children) 100 mg + 125 mg B oem e AvEr
U6yxaun IOunop®, Tabierkn aucneprupyemsie [1is gereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne: i Pa3smep cepuu : 1500000.0 Tab
Analytical Repourt No/ 040003090757 Date of Analysis / 22-09-2025
AnajquTH4ecknii oTueT No : JlaTa anajau3za:
Date of Manufacture / 08/2025 Date of Expiry / 07/2030
JlaTa Mpon3BOACTBA : T'onen no :

Analysis performed according ND / Anasiu3 nposeaen no HJI: JIT1-Ne(004427)-(P1 -RU)-260124

Test / [TokazaTeapb

b) Total combined yeasts
and mould count / Ob1ee
YUCIIO APONOKEBBIX U
nyieCHEeBbIX PUOOB

I
I
|

Results / PesynbraThl

Specification / Hopma

NA

¢) E. coli

=)

Uniformity of dosage units / O1HOpOIHOCTb JO3UPOBAHHA

NA

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

Shall be absent in 1 g/

OtcyrcTBUE B 1 T

Ibuprofen / U6ynpoden

1.7

| The acceptance value (AV) should be not
'more than 15.0 / [Ilokasarens
' npueMiaeMocTH (AV) gomxed ObITh He
Goee 15,0

Paracetamol / [Tapaueramon |

1.8

] The acceptance value (AV) should be not
more than 15.0 / Ilokasatenp
npuemiieMocTd (AV) IOomKeH OBITb HE
6onee 15,0

10 | Assay / KosinuecTBeHHOE
omnpeaeeHHe

99.9 mg/ 99.9 Mmr

124.1 mg/ 124.1 mMr

90.0mg to 1100mg of CiHig0s!
(ibuprofen) per tablet / Ot 90,0 Mr 10
110,0 mr Ci3H;50; (ubympodeH) B
TabneTke

112.5mg to 137.5mg of CgHoNO,
(paracetamol) per tablet/ Ot 112,5 mr i0

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Npoaykr coorsercryer Tpebopanuam HII 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
TToArOTOBAEHO! IMposepero: Iposepero (AOK):  [[Oad6peno: Obecneuenue kauecTsa/OTBETCTBEHHOE

. h , A :
Yoges (T“_‘t)_a_uhan Rama Kant %_\ Aj‘ay Kumar%\ JHLO ng WU Kumpan

o 'g\t d\'&t Srivastava _x |
/< - Z &

Date / 22-09-2025 Date / 22-09-2025 ||Date /22-09-2025 Date / 270 39;{0' <
Jara: Hara: Jlara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com

CIN: £L835195AP1934FLC0O04507
www.drreddys.com
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CEPTUD®UKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg VBT oL ) l
N6yknun FOnnop®, Tabaerku aucneprupyemsie [ns aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepusi Ne : ik Pa3mep cepun : 1500000.0 Ta6
Analytical Report No/ 040003090757 Date of Analysis / 22-09-2025
AnanuTuyeckHii oruer Ne ; Jata aHaau3a:
Date of Manufacture / 08/2025 Date of Expiry / 07/2030
JlaTa npou3BOACTBA : T'onen o :
Analysis performed according ND / Anaqu3s nposegen no H: JIIT-Ne(004427)-(PI-RU)-260124

Ne Test / IlokazaTenan Results / PesynbTaThl Specification / Hopma
o 1137,5mr CsHgNO» (mapaueramon) B
TabyeTke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in a |blisters and patient information leaflet in

carton. / ITo 10 Tabnerok B Guucrep |a carton. / [1o 10 Tabnerok B 6auctep U3 |
u3 [IBX/AL Ilo 2 6auctepa Bmecte ¢ [[IBX/AL Tlo 1, 2 nan 20 Gaucrepos
UHCTpYKUMell M0 MPUMEHEHHI0 B |BMECTE C MHCTPYKLUEH 110 MPUMEHEHUIO
nayky KapTOHHYIO. B MMa4Ky KapTOHHYIO.

12 | Labeling / MapkHpoBKa According to ND. / B cootercTnun ¢ HJI. |

13 |Storage conditions / |In the original packaging (blister in carton) at temperature below 25 °C. / |
Xpanenue B opuruHanbsHolt ynakopke (baucrtep B auKe) Npv TEMIIEPATYPE HE BEILLE
25 °C.

| 14 |Shelf life / Cpox rommocru |5 years/ 5 et

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the manufacturer's certificate of analysis. / UcnpiTaAHHE NPOROAUTCH TONRKO 1T KAXKA0H 20-1 cepHn WiIH /1A
OJHOH cepHM B roj, B 3aBHCHMOCTH OT TOrO, YTO0 HACTYNHT paHee. Ilokasarenn MOXKeT OTCYTCTBOBATH B
cepTudUKaTEe AHATU3A IPOH3BOJHTEIS.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
M pumeuanue: [Iponykt coorsercrByet TpeboBanuam HJJ 3axmouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Ipoeepeno: [Mporepeno (AOK): ||OnoGpeto: Obecneuenne kagecTra/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant Ajay Kumar ot Qg
y S @W{ - r Srivaslava ,%*\ \ & L Kot
L 27 <l — 4w
Date / 22-09-2025 Date / 22-09-2025  ||Date /22-09-2025 Date / 9;3,03»_%0)_&_
Jara: Jlata: Hara: Hara:

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: L851954P1984PLCO04507
www.drreddys.com
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CEPTUO®HUKAT AHAJIU3A
Page 6 of 7/ CTp. 6 u3 7
:{Product: Ibuclin J_unior, dispersible tablets (for children):100 mg+ 125 mg (7l
U6y Kaun FQnnop®, Tabaerku aucneprupyembie [ms gereii], 100 mr + 125 mr
Batch.No / Batch Quantity / 1500000.0 tab /
Cepnst No : V2501888 Pazmep cepuu : 1500000.0 Tab
Analytical Repovrt No/ 040003090757 Date of Analysis / 22-09-2025
AHaquTHYecKHuii oTyeT No : JlaTa ananausa:
Date of Manufacture / 08/2025 Date of Expiry / 07/2030
JarTa npousBoacTsa : Toaen o :
Analysis performed according ND / Ananns nposegen no HJI: JITT-Ne(004427)-(PT-RU)-260124

API name (INN)/
HaumenoBaune A®@C (MHH):
API manufacturer batch number / PIBM250113 APAPE2025050358
Homep cepun npoussoaurenss ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHnmu FESA00342 FESA00334
npousBoauntes I'JIM:

Ibuprofen / U6ynpoden Paracetamol / Ilapauietamon

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa OxTrB ['panynec Unaus Jita., Unans
[Ipoussomurens A®C, cTpana: ®dapma Caitencus Jlumuren, Uunus

Declaration of certification: « 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».

3akJUYeHHe 0 COOTBeTcTBRH: «HacTosuM s MOATBEPIKAAl0, YTO NMPUBEACHHAs Bbllle MHGOPMALHUs SBJISETCA
JIOCTOBEPHOU U TOYHOM. DTa cepus MPOAYKIUMH pou3Be/icHa (BKIIOYas yakoBky (MApKHPOBKY) X KOHTPOJIb Ka4€CTBA)
Ha BbILIEYKA3aHHOU MPOM3BOJCTBEHHOM MiolaaKe (IUIOMAAKax) B MOJIHOM COOTBETCTBUM ¢ TpeboBaHUsMu llpasun
Hajjexaned npou3BOACTBEHHOM MpPakTHMKU EBpasHiickoro SKOHOMHMYECKOro cor3a M TpeOOBaHUAMH KOHTPOJIA
KayecTBa JIEKAPCTBEHHBIX CPEICTB, a TakkKe B COOTBETCTBHM CO chenuuKalusiMH, COACPKaLUUMHUCS B
PErUCTPalIOHHOM JOChE CTPaHbI-UMIOPTEpa. 3amucyd [0 NPOU3BOACTBY, YIAKOBKE M aHAlM3y IMPOBEPEHEBI, H
YCTaHOBJIEHO HMX COOTBETCTBHE TpeboBaHmsM [lpaBui Hajnexaleldl NpoW3BOACTBEHHOH INpakTHKH EBpasmiickoro

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Ipoaykt coorBercTByeT TpeboraHusaM HJI Jaxntouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
IToaroroBJieHO: Tposepeno: T[Tposepero (AOK):  ||Onobpeno: O6ecneueHue kauecTBa/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant Ajay Kumar, amue: UL )u~AnR
y &4@,{,!\ Stlvusyy _;‘\\“\}.’, } R

/l(. Ve i S - ',_-—4\/\;1
Date / 22-09-2025 Date / 22-09-2025 ||Date /22-09-2025 Date / DINEd) Cﬁ,—a(o LS
Hara: Jlara: Jara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +G1 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L851954P1984PLC004507
www.drreddys.com
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CEPTUO®UKAT AHAJIU3A

Page 7of 7/Ctp. Tuz 7

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg- « =
Hoykaun IOH'Hop@), TabJieTKH AUclieprupyemble [nias aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusi Ne : M Pasmep cepuu : 1500000.0 Tab
Analytical Repo‘}'t No/ 040003090757 Date of Analysis / 22-09-2025
AHajuTHYecKHH oT4yeT No ¢ JlaTa aHaM3a;

Date of Manufacture / 08/2025 Date of Expiry / 07/2030

JlaTa npou3BoACTBa : I'ogeH go :

Analysis performed according ND / Anasus nposeaen mo HJ/I: JIIT-Ne(004427)-(PI'-RU)-260124

3KOHOMHYCCKOro Coro3a».

Remarks : The.Product confirms to ND/
IMpumeyanue: IIpoaykT cooTBETCTBYET TpeboBaHuam HJJ

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MonroToneno: IposepeHo: [Mposepeno (AOK): ||OnoGpeno: Obecneuenune kavectea/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant Ajay Kumar, TMLO: ,

) 4 . W Srivastava Y\ \ QUL R pR_

[;r K < // /_<:v\_'1
Date / 22-09-2025 Date / 22-09-2025  ||Date /22-09-2025 Date / @'5"03" A0 5
Harta: Jlara: Mara: Jara:

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




