Dr.Reddy’s ‘}

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxt: Ketopos* Drcnpecc (KETOPOaK) TadbAETKH, AUCIEPrUpyeMbIe B NONOCTH pTa. 10 mr

Batch No / 1 V2202097 Batch Quantity / : 36,00,000 tab /
| Cepus Ne O6nem cepun 36,00,000 Tad
Analytical Report No / : 890001622432 Date of Analysis / 22.10.2022
AHaJUTHYECKHH oTuyeT Ne Jarta ananu3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa npon3BoacTea Toneu 1o

Analysis performed according ND / Anaaus nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page1of 7/Crp. 1 m3 7

No . :
N Test / [TokasaTenn Results / PesynbTatsl Specification / Hopma
1 Description / Onncanne Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnsle, rniockue Kpyrable, nnockue TadieTku ¢ Gpackoil,
TabneTky ¢ ackoii, ceeTio- CBETJIO-XKENTOrO LBETa C rpaBHPOBKOI
KENTOro UBETA C TPABUPOBKOMH «l» Ha oHOI1 CTOpOHE.
«l» Ha oaHOIT cTOpOHE.

2 Identification / [TonnnHHOCTB

Ketorolac / Kemoponax

a) Byuv/
Y®-cnextpodoromMeTpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnektpsl
NIOTJIOLIEHHS UCTILITYEMOTO pacTBopa U
pactBopa  cTaHmapTHoro  ofpasua
KeTopofiaka TpPOMETaMUHA  JOJIKHbI
HUMETh MaKCHMYMbl TPH OFHOH H TOM Xe
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeyanue: ITponykr cooTsercTByeT TpeboBanusam HJT

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

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

IMonrotosneuo: Ankit | [Iporepeno: Naresh, Kumar Ono6peHo: Menemxep / PykoBonurens
A d"]- Manoj Kumar F\"ﬁ; ik

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.10.2022 Jara: 22.10.2022 Jlara: 22.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIM3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Ipoaykr: Keropon” Dicnpecc (keToponak) TabneTku, Aucneprupyemble B noaocTy pra, 10 mr

Batch No / 1 V2202097 Batch Quantity / : 36.00.000 tab /
Cepusa Ne Obbem cepun 36,00,000 Tad
Analytical Report No / : 890001622432 Date of Analysis / : 22.10.2022
AHanurndeckuii oryer No Jlara ananu3za

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JaTta npousBoacTea T'open no

Analysis performed according ND / Ananans nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page 2 of 7/ Crp. 2 m3 7

No

Test / IlokasaTenas
Ne

Results / Pe3yabTaThi Specification / Hopma

b) By HPLC/BDXX

Complies / CooTBeTcTBYET The retention time of the main peak on

the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems yaepxuBaHus
OCHOBHOIO TMHKa Ha XpomaTtorpaMme
HCMBITYEMOro  pacTBopa  JIO/DKHO

COOTBETCTBOBATD BpeMeHH
yIepXKUBaHUA OCHOBHOTO IHKA Ha
XpoMaTorpaMmme pacTBopa
CTaHAapTHOro obpa3lia KeTopoJakKa
TpOMeTaMHHa (pazoen

«KonnuecTBeHHOE ONpeneacHULY).

Remarks: The Product conforms to ND/
IIpumeyanue: IIpoaykT cootBetcTBYeT TpeGosanusm HJI

Conclusion: APPROVED /
Saxmouenne: OJOBPEHO

Prepared by /

IloaroroeneHo: Ankit &
/A

Checked by /

s

Approved by: Manager/Executive /

IlpoBepeHo: Na?sh Kumar OnobpeHo: Menemkep / PykoBonurens

Manoj Kumar ‘\"BJEZQ
\: Yr L‘ 4

Reprint Date /
Hara: 22.10.2022

Reprint Date /
Hara: 22.10.2022

Reprint Date /
Hara: 22.10.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 Hg
HpoaykT: Ketopon" Dkcnpecc (keTopoax) TabieTku, AMCNEPrHPYEMbIE B MOKOCTH pTa, 10 Mr

Batch No / : V2202097 Batch Quantity / : 36.00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001622432 Date of Analysis / 22.10.2022
AHanuTHYeCKHi oTueT Ne JlaTa aHaym3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa npou3BoacTBa T'onen no

Analysis performed according ND / Ananu3 nposeaen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel o1 27.12.2021)

Page 3 of 7/ Crp. 3 n3 7

No

No Results

Test / INokazaTean

/ PesynbTarTsl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMoanuHHOCTH

6y THArMAPOKCHAHN30

Complies

/ COOTBETCTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content”

section). / Bpemena yzmepXHuBaHUA
NMUKOB  2-OyTUATMAPOKCHAHHM3OJIA H
3-6yTUNruapOKCHaHM30Na Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa JO/DKHBI COOTBETCTBOBATH
BpEMeHaM YAEpXKHUBaHUS MHUKOB
2-0GyTUITHAPOKCHAHU3001a "
3-OyTHIrHAPOKCHAaHH301a Ha
XpoMaTorpaMme pacTBopa
CTaHAAPTHOTO obpasua
OyTUIrUApOKCHaHU30Ma (pazmen
«ConepxaHnuve

Oy TUITHAPOKCHAHU3OIIAN).

4 Average weight / Cpeanss
Macca

69.0 mg/ 69.0 mr

67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 10 72,8 Mr (70,0 Mr£ 4,0 %).

Remarks: The Product conforms to ND/

IIpumeuanue: [IpoaykT cooTeeTcTBYET TpeboBaHusm HJJ

Conclusion: APPROVED /
Saxkmodyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrororneno: Ankit ) IIposepeno: Naresh Kumar OnobpeHo: Menemkep / PykoroanuTens
A o ’ Manoj Kumar \ rg{
= QJ(__LL_L-‘*- "
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.10.2022 Hara: 22.10.2022 Jara: 22.10.2022

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: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoaykTt: Ketopon™ Dkenpece (keToposiak) TabeTkH, AUCIeprupyeMble B 10a0CTyH pra, 10 mr

Batch No / 1 V2202097 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O6nbem cepun 36,00,000 Tad
Analytical Report No / : 890001622432 Date of Analysis / 22.10.2022
AHaauTHYecKHH oTUeT Ne ' JlaTa anaauza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npou3BoacTBa I'onen o

Analysis performed according ND / Ananus nposezen no H/I:

JIII-004929-011119 (amend Nel from 27.12.2021 / m3menenue Nel or 27.12.2021)

Page4 of 7/ Crp. 4 u3 7

No

No Test / [Toka3zaTenn

Results / Pe3ynbTaThl

Specification / Hopma

Uniformity of weight /
OaHOPOAHOCTH MaCChI

Complies / CooTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than = 20 % /
18/20 Ttabnerok — He 6Oojee = 10%
2/20 tabnetok — He Gostee + 20 %

5 Disintegration time /

23 sec/23 cex

Not more than 3 min / He 6onee 3 Musx

Pacnagaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of
. CisHisNO;CH1INO; (ketorolac
A ol 4 : ] .
Unit-2 / Tagn-2 102 % tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 101% | 75% (Q)  CisHisNOs*CsHiNOs
) s (xeToponaka  TpPOMETaMMH)  4epes3
Unit-4 / Tabn-4 99 % I —
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 102 %
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
JAucnepcHocThb 710 um sieve is formed. / Obpazyetca

OJIHOPOJHAsl CyCNEeH3UsA, NpoxoasAuas
CKBO3b CHTO C pa3MEpOM OTBEpCTHH
710 MkM.

Remarks: The Product conforms to ND/

ITpumeunanue: [IpoaykTt coorBercTBYET TpeboBaHUAM HJJ

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoaroroeneno: Ankit

p

Checked by /
IIposepeno: Naresh Kumar

N
e o

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykooaurens

Manoj Kumar \I‘}_@i‘_ﬁ'
Wy Loy,

Reprint Date /
Hara: 22.10.2022

Reprint Date /
Jara: 22.10.2022

Reprint Date /
Hara: 22.10.2022

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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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon" Dkcenpece (keToponak) TabaeTku, Aucneprupyemble B noaocty pra, 10 mr

Batch No /
Cepus Ne

: V2202097

Batch Quantity /
O0bem cepuu

: 36,00.000 tab /
36.00.000 Tab

Analytical Report No /
AHaluTHYecKuii oTuer Ne

: 890001622432

Date of Analysis /
Jara anaausza

22.10.2022

Date of Manufacture /
Jara npou3Bo/icTBa

: OCT.2022

Date of Expiry /
T'ogen no

SEP.2024

Analysis performed according ND / Ananu3 nposeaen no HJI:

JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

PageSof 7/ Crp. 5u3 7

8 Related impurities / PoacTBennble npumecu

ketorolac 1-hydroxy analog /
I-ruapokcuananor
KeTopoJ1aKa

Not Detected

ketorolac 1-keto analog/
1-KeToaHanor keroposaka

0.03 %

Any unidentified impurity /
eAMHUYHas
HeuAeHTHDULHUPOBaHHAs
pHMEChH

0.05%

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Total impurities /
Cymma npumecei

0.1 %

9 Water / Boaga

23%

Not more than 1.0 % / He 6onee 1,0 %

" Not more than 7.0% w/w /
He 6osee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbIe OpraHuyecKne pacTBOPHTENH

Isopropyl alcohol /
H3zonponanon

8 ng/tab / 8 mMkr B Tabnetke

Not more than 350 pg/tab /
He 6osiee 350 mkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykT coorBercTByeT TpeGoBanusm HJT

Conclusion: APPROVED /
3axmouenne: OOBPEHO

Hara: 22.10.2022

Jara: 22.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotoeneno: Ankit A IlpoBepeHo: Nareﬁq Kumar Onobpeno: MeHezm(ep_/ Pyxosoautens

§ e “i{. Manoj Kumar "'LW},LI’LL(L
Reprint Date / Reprint Date / Reprint Date /

Jata: 22.10.2022

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: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally [_)isintegrating Tablets 10 mg

Tpoayxr: Ketopon® Dkcnpece (keToponak) TabneTku, AUCTeprupyembie B NoaocTH pra, 10 mMr
Batch No / : V2202097 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001622432 Date of Analysis / 22.10.2022
AnanuTH4eckuii orueT Ne JlaTa anajanza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npou3BoicTBa Tonen o

Analysis performed according ND / Ananu3 nposenen no H/:

JIT1-004929-011119 (ameénd Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Ctp. 6 n3 7

11 Microbial enumeration tests / Mukpo6uonaornyeckas yncrora®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee yucno He 6onee 1000 KOE/r
a3poOHbIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1zee He 6onee 100 KOE/r
YHCIIO APOAOKEBBIX U
nJiecHeBbIX rpuboB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytcTBMEe B 1 T
12 | Uniformity of dosage units / 3.9 Acceptance value (AV) not more than
OanopoatiocTL 15.0 / TIpuemorinioe snateine (AV) 1o
A03UPOBaHUA 6onee 15,0.
13 | Assay/KonanyecTBeHHOe 9.7mg/9.7 mr From 90mg to 11.0mg  of
omnpeaesieHHe (97.4%) CisHisNO;*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr no
11,0 mr CisH13NO3+C4H11NO;
(xetoponaka TpoMetamuH) (ot 90,0 mo
110,0 % or 3asBJIEHHOrO KOJHMYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0979 mg/tab / Not less than 0.042 mg/tab /
content / ConpepxxaHue 0.0979 mr B Tabnerke He menee 0,042 Mr B Tabnetke
OYTHArHAPOKCHAHM30a

Remarks: The Product conforms to ND/
IIpumeuanue: IlpogykT cooTBeTcTBYeT TpeboBanusaM HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

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

Iloarorosneno: Ankit ﬂ ITpoeepeHo: Naresh Kumar Onobpeno: MeHnemxep /_ PykoBozurenb
@ Manoj Kumar )h’g“*“'g"

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.10.2022 Jlata: 22.10.2022 Jara: 22.10.2022

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: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJIH3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
AHCHeprupyemeie B N0Ja0cTH pra. 10 mr

Hpoayxr: Ketopon” Okcnpece (keto poJiak) TabneTki.

www.drreddys.com

Batch No / 1 V2202097 Batch Quantity / : 36,00,000 tab /
|Cepust No Oobnem cepun 36,00.000 Ta6
Analytical Report No / : 890001622432 Date of Analysis / 22.10.2022
AHannTu4ecknii oraer No Jdara anannza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Harta npouzsoncrea I'ogen no

Analysis performed according ND / Ananus nposenen no HA:

[JI1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 7 of 7/ Crp. 7 u3 7

15 | Package/ Ynakoska 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil / (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 TaGneTok B
information leaflet in a carton Onucrepe n3 (IHA/AJI/TTD c
pack. / Ilo 10 Tabnerox & Bnaronoraoriutenem/I13BIT) doabru //
Oaucrepe uz  (ITA/AJ/IID ¢ (I3/AJT) doswru. Mo 1 vnm 2 6nucrepa c
Bllaronornorurenem/I113BIT) MHCTPYKUMEN MO NpHMEHEHHIO B nayky
(onwru // (TI3/AJ) ¢onsru. Io KapTOHHY10,

2 Gancrepa ¢ uHCTpykumMed no
TIPUMEHEHUIO B nayky
KapTOHHYIO.

16 | Labeling / Mapxkupogka According to ND / B cooTeTcTBIM © HO

17 Storage conditions / Relaw 25 °C./ Mpne TOMICPATYC HU Bbiwe 25 °C.

| Xpanenue
LIS Shelf life / Cpox roguocru 2 years/2 rona

* At product release the quality control as per the parameter

« Microbial enumeration testsy is

performed for each 20th batch, or for one batch in a year whichever is earlier.,
* IIpn BeinycKe JICKAPCTBENHOTO MPenapaTa KOHTPO.Ih KAYecTBa No MOKA3ATENI0
«Mukpobnosornueckag uncroray MpOBOANTCH AJist RamAoii 20-0ii cepum, wan xas oxHoi CEepHH B roa,

B 3ABHCHMOCTH OT TOro, 9ro HACTYOHT paubile,

Remarks: The Product conforms to ND/
Hpumeuanue: Tipogykr COOTBETCTBYET TpeboBaHusim HJ|

Conclusion: APPROVED /
3akmouenne: OJIOGPEHO

Prepared by / Checked by /
IMoarorosneno: Ankit % IMposepeno: Naresh Kumar
(r

-

Approved by: Manager/Executive /
Onobpeno: MeHemKep_/ Pyxoroaurens
Manoj Kumar E

rrgroest

Reprint Date /
Hara: 22.10.2022

Reprint Date /
Hara: 22.10.2022

Reprint Date /
Hara: 22.10.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




