Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

www.drreddys.com

" CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
NpogyxT: Ketopon™ Dkenpece (KCToponak) Tabnerk, Aucneprupyemsie B noaocti pra, 10 mr

Batch No / : V2202342 Batch Quantity / : 36,00,000 tab/
Cepusi Ne Ob6nem cepun 36,00,000 Tab
Analytical Report No / : 890001626802 Date of Analysis / : 11.11.2022
Anajpurnyeckuii oTyer No Hara anannia

Date of Manufacture / : OCT.2022 Date of Expiry / ¢+ SEP.2024
Jara npou3BoAcTBA Iopen xo

Analysis performed according ND / Ananns nposeacn no HJL:
JITI-004929-011119 (amend Nol from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Pagelof 7/Crp. 1837

i.:) Test / IokasaTennb Results / Pe3syabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light ycllow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrable, mrnockue
TabncTku ¢ packoi, CBeTNo-
HKEINTOro LBeTa ¢ rpaBUPOBKOM
«l» Ha onHOTi CTOpOHE.

with "|" debossed on one side. /
Kpyribie, niockue TadneTki ¢ hackol,
CBCTJIO-KETOr0 LBETa C rpaBUPOBKOH
«|» Ha OIHOH CTOpOHE.

2 Identification / IToannHHOCTH

Ketorolac / Kemoponak

a) Byuv/
Y@-cnektpodoToMeTpHs

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpst
TIOMTIOLIEH s UCTIBITYEMOr0 pacTsopa 1
pacTBOpa  CTaHHapTHOro  obpasua
KETOpPO/IAKa TPOMETAMHHA  JOJDKHBI
WUMETh MAKCHMYMBbI TIpU OAHOM U TOH Xe
IUTHHC BOJIHB (£ 2 HM).

Remarks: The Product conforms to ND/
Ipumeuanue: ITpoaykt coorBercTByeT TpeboBanuam HJJ

Conclusion: APPROVED /
Zaxkmouenune: OJOBPEHO

Prepared by /
Ilonrorosneno: Naresh Kumar

o3

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemkep / Pykosongrrens
Manoj Kumar “\“M,

Reprint Date /
Jata: 11.11.2022

Reprint Date /
Jara: 11,11.2022

.Reprint Date /
: Hara: 11.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Lahoratories Ltd,

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

Tel : +91 98166 56001-02

www.drreddys.com

CEPTHO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon" Oxcnpecc (KeTOponak) TAONETKH, AUCTIEPIHPYCMbIC B TONOCTH PTa, 10 mr

Batch No/ : V2202342 Batch Quantity / : 36,00,000 tab /
Cepun Ne 06Lem cepnu 36,00,000 Tad
Analytical Report No / : 890001626802 Date of Analysis / : 11.11.2022
Anamurnveckuii oTuer Ne Jlara anajnsa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jata npou3BoACTBA Toxen a0

Analysis performed according ND / Anaans nposenen no HJL:

JITI-004929-011119 (amend Nel from 27.12.2021 / navenenue Nel ot 27.12.2021)

Page2of 7/Crp.2 u3 7

No

Test / INokazarens
Ne

Results / PesynbTathl

Specification / Hopma

b) By HPLC / BXKX

Complics / COOTBETCTBYCT

The retention time of the main peak on
the chromatogram of tcst solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / DBpemst ylepXKuBaHUA
OCHOBHOTO [THKa Ha XpOMaTorpaMme
HCTILITYEMOro  pacTBopa  JIOJDKHO
COOTBCTCTBOBATh BpEMEHH
yIepXKHBAaHHs OCHOBHOTO [iKa Ha
NpOMAaTOFpaMMe pacTBopa
CTaHZAPTHOrO KCTOpOJIaKa
TpOMeTaMUHA (pazgen
«KOMUECTBEHHOE OTIPENENIEHHED).

obpasua

Remarks: The Product conforms to ND/
Mpumeuanue: Ipoaykr coorsercTayet Tpebosanuam HIL

Conclusion: APPROVED /
3axaouenne: QJJOSPEHO

Prepared by /

&

TToarotoeneno: Naresh Kumar

| Checked by /
IMpoeepeno: Pardeep Kumar

ra

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pymmﬂrrenb

Manoj Kumar @ttt‘

Reprint Date /
Hara: 11.11.2022

Reprint Date /
Jara: 11.11.2022

Reprint Date /
Jara: 11.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN; LB5195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIHM3A

tigi

Npoayrr: Keropon

Product: Kctorol Express (ketorolae) Orally Disintegrating Tablets 10 mg
Axcnpeee (KETOponak) TadneTiH, AHCNeprupyemsle B MONoCTH pTa, 10 mMr

Batch No/ 1 V2202342 Batch Quantity / : 36,00,000 tab /
Cepusa No O0beM cepuH 36,00,000 Tab
Analytical Report No / : 890001626802 Date of Analysis / ; 11.11.2022
AnanurHyeckuit oryet Ne JlaTa ananusa ;
Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jdara npousBoacTBa Tonen a0

Analysis performed according ND / Axanus nposegen no HA:
JII-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page3 of 7/ Crp.3 w3 7

No

No Test / [TokazaTennb

Results / PesyabTaTs!

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMoanuHHOCTD
GyTUIrMAPOKCHAHU3OJ

Complies / COOTBETCTBYET

The  relention  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). / BpemeHa ynepKHBAHUA

NMKoB  2-OYTHMAMMAPOKCHAHH30Ia M
3-5yTHArMAPOKCHaHH30a Ha
XpOMaTorpaMme HCIBITYEMOTO
pacTBopa JMOIDKHBI COOTBETCTBOBATH
BpPEMEHaM YAEPKHBAHHS NHKOB
2-6yTWITHAPOKCHAHU30/12 n
3-6yTHITHAPOKCHAHU30Ma Ha
XpOMaTOrpaMme pacTeopa
CTaHAApTHOI O odpa3sua
OyTUIrMIpPOKCHAHU30J1a (paznen
«Copepxanine

6yTHIrHAPOKCHAHH30JIAY).

4 Average weight / Cpeansis
macca

69.9 mg/ 69.9 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 Mr 00 72,8 Mr (70,0 Mr+4,0 %)

Remarks: The Product conforms to ND/
Ipumeuanue: IIpoayKT cOOTBETCTBYET TpeboBaHUIM HI

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Hara: 11.11.2022

Hara: 11.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrorosneno: Naresh Kumar IMposepeHo: Pardeep Kumar OmobpeHo: Menemxep / PyKoBoaHTE b
U Manoj Kumar = W |
- ,
Reprint Date / Reprint Date / Reprint Date /

Jara: 11.11.2022

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

CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Mpoayxt: Keropon™ Dkcnpece (keToponak) TaGaeTky, AMCNCPrupyeMeIc B NI0JI0CTH PTa, 10 Mr

Batch No / : V2202342 Batch Quantity / : 36,00,000 tab /
Cepusi No O6nem cepin 36,00,000 Tab
Analytical Report No / : 890001626802 Date of Analysis / : 11.11.2022
AnannTinueckuii oryeT No Jara anannza

Date of Manufacture / : OCT.2022 Date of Expiry / 1 SEP.2024
HMaTta npoH3BOICTBA I'onen no

Analysis performed according ND / Ananus nposeaen no HJL:
JIIT-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Paged4of 7/ Crp.4mu3 7

No

Test / [Toxazarens
Ne

Results / PesyabTaThl

Specification / Hopma

Uniformity of weight /
OIHOpPONHOCTH MACCLI

Complies / CooTBeTCTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than + 20 % /
18/20 TabneTok — ue Bonee +10%
2/20 Tabnerok — ue 6onec = 20 %

5 Disintegration time / 30 scc /30 cex Not more than 3 min / He donee 3 Mux
PacnagaemMocThb
6 Dissolution / PacrBopenue Unit-1/ Taén-1 103 % Not less than 75% (Q) of
. L C15H13NO3C4H | NO; (ketorolac
Wimi 2 Ll e tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 104% | 75%  (Q) -CisH;3sNO3=CsHiNO;3
) " (keToposiaka ~ TpPOMETaMUH)  Yepes
Unit-4 / Tabn-4 101% 15 et
Unit-5 / Tabn-5 101%
Unit-6 / Taon-6 102%

7 Fineness of Dispersion/
HducnepcHocTh

Complics / CooTBEeTCTBYET

A uniform suspension passing through a
710 ym sieve is formed. / O6pasyercs
OJHOpOLHAs CYCNeH3Hs, MpoXonsllas
CKBO3b CHTQ C pa3MepoM OTBEPCTHiH
710 MxM.

Remarks: The Product conforms to ND/

Ipumeuanue: [poaykt coorsercrayeT Tpeboranuam HIT

Conclusion: APPROVED /
3axmouenne: QJJIOBPEHO

Prepared by /
Toarorosnexo: Naresh Kumar

@

-~

Checked by /
[IpoeepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBogHTeb

Manoj Kumar / e

Reprint Date /
Hara: 11.11.2022

Reprint Date /
Hara: 11.11.2022

Reprint Date /
JHara: 11.11.2022

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: L85195AP1984PLCD04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
p y gralmng
[IIpogykr: Keropon" Dkcnpecc (KETOpONaK) TabaeTkH, IMCNEPrHPYEMbIE B 1TONOCTH PTa, 10 mMr

: 36,00,000 tab/

Batch No / : V2202342 Batch Quantity /

Cepus Ne O6bem cepun 36,00,000 tab
Analytical Report No / : 890001626802 Date of Analysis / : 11.11.2022
Anamurnyecknii oTuer Ne [Mata ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / + SEP.2024
HJara npoH3BOJcTBA Togen oo

Analysis performed according ND / Ananus nposenen no HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

PageSof 7/Crp.Suz 7

8 Related impurities / PoacTBeHubIe npuMecH

ketorolac 1-hydroxy analog /
1-ruppoKCcHaHanor
KeTopoJaka

ketorolac 1-keto analog/
1-keToaHasnor keroponaka

Any unidentified impurity /
eIMHUY Has
HeHAEHTHHULHPOBaHHAS
NpHMech

Not Detected

0.05 %

0.04%

Not more than 0.5 % / He Gonee 0,5 %

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

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

Total impurities /
Cymma npumMeceit

0.1%

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

9 Water / Boaa

2.0%

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

10 | Residual solvents by GC/ OcTaTouHble OpraHK4ecKkHe pacTBOPHTENH

Isopropyl alcohol /
H3zonponanon

14 pg/tab / 14 Mxr B Tabnetke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TadneTke

[ Remarks: The Product conforms to ND/

ITpumeuanue: [IponyxT cooTBeTcTRYET TpeboraHusam HJI

Conclusion: APPROVED /
3axawgenne: OJJIOBPEHO

Prepared by /
Hoarotosneno: Naresh Kumar

Checked by /
Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxep / PykoBoiRTENb
Manoj Kumar \V E f«‘-ffiﬁ

Reprint Date /
Hata: 11.11.2022

Reprint
JHara: 1

Date /
1.11.2022

Reprint Date /
Hara: 11.11.2022

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 5€001-02

CERTIFICATE OF ANALYSIS i o Ciaoe com

CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxykr: Ketopon™ Drenpece (keToponak) TabicTiu, AMCNEPrHpyeMble B TIOJOCTH P14, 10 mr

Batch No / 1 V2202342 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuM 36.00.000 Tab
Analytical Report No / : 890001626802 Date of Analysis / : 11.11.2022
A”anHTHYeCKHH oTHeT Ne Jara ananguza

Date of Manufacture / : OCT.2022 Date of Expiry / ¢ SEP.2024
Jata npon3BoacTBa I'omen no

Analysis performed according ND / Awanns nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenerne Nel ot 27.12.2021)

Page 6 of 7/ Cip. 6 u3 7

11 Microbial enumeration tests / Muxpoduonoruieckasi UMcToTa”

OoHOpOAHOCTDL
NO3MPpOBAHNS

a) Total Acrobic Microbial NA Not more than 1000 CFU/g /
Count / Ofwice yucno He Gonee 1000 KOE/r
a3pOOHEIX MUKPO-
OpraHH3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6ee He 6onec 100 KOE/r
YHCIIO APOXIKEBBIX U
MINCCHCBBIX ITPHOOB
¢c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 r
12 Uniformity of dosage units / 4.8 Acceptance value (AV) not more than

15.0 / IlpuemoyHoe 3HaueHuE (AV) He
oonee 15,0.

13 Assay / KonnuecTBeHHOE
onpeaesieHHE

10.0 mg/ 10.0 mr
(100.5%)

From 90mg to 11.0 mg of
C15H13NO3°CsH, (NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr a0
1 1,0 M C15H13NO3‘C4H[1N03
(xketoponaka TpomeraMiH) (ot 90,0 mo
110,0 % oT 3asABICHHOTO KONMYECTBA) B
Tabnetke

14 Butylhydroxyanisole
content / Coaepkanue
OYTHNIHAPOKCHAHH301a

0.0988 mg/tab /
0.0988 mr B Tabnerke

Not less than 0.042 mg/tab /
He menee 0,042 mr B Tabierke

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoaykT cootseTcTBYET TpeboBanuam HI

Conclusion: APPROVED /
3akmioyenne: QJJOBPEHO

Prepared by /
IMoprorosneno: Naresh Kumar

&

Checked by /
Ipoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PyKOBOAUTENS
Manoj Kumar 8 1t

Reprint Date /

Hara: 11.11.2022

Reprint Date /
Jlara: 11.11.2022

Reprint Date /
Hara: 11.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal- 401 AN AANN 29NN, Fav: +97 AN AQNN 2999, Fmail- mail@drreddys rnm

CIN: L85135AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

: ".'
; . Formulation Unit-6
Dr. Reddy s '. vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

' Tel : +51 98166 56001-02
CERTIFICATE OF ANALYSIS o\ Zuael oo

CEPTH®UHUKAT AHAJM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Tpoayxt: Ketopon™ Dkcnpecc (keToponak) TalseTkH, AMCNEPIUPYCMbIE B TONOCTH PTa, 10 mr
Batch No / : V2202342 Batch Quantity / : 36,00,000 tab /
| Cepust Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001626802 Date of Analysis / : 11.11.2022
AnanuTuuecKuii oTyer No Hara ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jdara npon3BOACTBa TopxeH a0

Analysis performed according ND / Ananns npose/et no H/:

JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page7of 7/Cyp. 7n3 7

15 | Package/ Ynaxkoeka 10 tablots 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. / Tlo 10 Tabrerok B
information leaflet in a carton | OnHcrepe 13 (TIA/ATUTID c
pack. / Ilo 10 Tabnerox B gnaronornotutenem/[I3BII)  doneru //
onnctepe u3z  (ITA/AJ/IID ¢ | (TID/AJD) donbry. ITo 1 nnu 2 6nucTepa ¢
paaronornotutenem/TI2BII) MHCTPYKIMEH 110 TIPUMEHCHHIO B TIauKy
doneru // (ID/AJT) donwru. Ilo | KapTOHHYIO.

2 6nucTepa ¢ MHCTPYKLMEH Mo

TIp}MEHEHHIO B nayKy
KapTOHHYIO.

16 | Labeling / MapxkupoBka According to ND / B coorsetcTeuu ¢ HJI

17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He spiwe 25 °C.

XpaHeHne

18 | Shelf life / Cpok roaHocTH 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.

* [IpH BBIMYCKE JIEKAPCTBEHHOI0 Npenapara KOHTPO/Ib Ka4eCTBA N0 MOKA3ATe1I0
«MHKpo0OHOJIOTHHECKAR YHCTOTA» NPOBOAKTCH IS Kaxnoii 20-o0ii cepun, N [AJIsl OTHONH cepHN B rOf,
B 3aBHCHMOCTH OT TOT'0, YTO IIACTYIHT PaHbUIC.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeqanue: [IpOIYKT COOTBETCTBYET TPEOOBAHNAM HI 3aksouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moprorosneno: Naresh Kumar | Ilposepeno: Pardeep Kumar Onobpeno: Menemkep / PYKOROIHTEL
" Manoj Kumar M

: —
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.11.2022 Hata: 11.11.2022 Hara: 11.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax. +91 40 4900 2999, Cmail: mail@drreddys,com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



