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

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcnpecc (ketoposiak) TabneTky, IMCIEprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2200584 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001582146 Date of Analysis / 31.03.2022
AHajuTHYecKHi oTUeT Ne JaTa ananmnza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npou3BoAcTBa I'onen no

Analysis performed according ND / Ananu3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Pagelof 7/Ctp.1u37

N . .
Noo Test / IlokazaTennb Results / PesynbTaTrhl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnble, nnockue Kpyriste, nockue TabneTku ¢ dackof,
TabneTtku ¢ ackoil, cBETIO- CBETJIO-KENTOr0 LiBeTa ¢ IpaBUPOBKOI
JKEJITOrO [BETa C rPaBUPOBKOIL «/» Ha oJ(HOI1 CTOpOHE.
«» Ha O[HO! CTOPOHE.
2 Identification / ITonnHHOCTH
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

V®-cniexktpodoTomeTpus

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnextpsl
TIOIVIOLIEHHA HCIBITYEMOrO pacTBopa 1
pacTBOpa  CTaHZapTHOro  obpasua
KETOpOJaKka TPOMETaMUHA  HOJDKHBL
HMETh MAaKCUMYMEI IIPU OJHOH U TOH e
JUTHHE BOJHBL (+ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykt coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
Zakawuenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MTonrororneno: Naresh [Tposepero: Himesh Kumar | Onobpeno: Menemxep / Pykosoaurens
Kumar @</ Q_L_/_‘) Pavan Kumar Sharma ‘J‘A =
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.03.2022 Hara: 31.03.2022 Hara: 31.03.2022

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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dkcnpecc (keToposiak) TabJeTKH, AUCHeprupyeMble B MOI0CTH pTa, 10 Mr

Batch No / : V2200584 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0neM cepun 36,00,000 Tab
Analytical Report No / : 890001582146 Date of Analysis / 31.03.2022
AHanuTHYecKHl oTueT No JlaTa anaanza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTta npousBoacTBa T'ogen go

Analysis performed according ND / Anann3s npoeenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)
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No

Test / IToka3zaTenb
Ne

Results / PesynbTaTsl

Specification / Hopma

b) By HPLC / BDXKX

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). / Bpemsa yaepXHBaHUSA
OCHOBHOI0 IIHKAa Ha XpOMarorpamme
HCOEITYEMOTO  pacTBOpa  JAOJDKHO
COOTBETCTBOBATH BpEeMeHH
yIepXKUBaHU OCHOBHOTO IUKa Ha
XpoMaTtorpaMme pacTBopa
CTaHmapTHOro obpasia KeToponaxka
TpPOMETaMHHA (paznen

«KonduecTBeHHOE onpeneneHHe»).

Remarks : The Product conforms to ND/
[pumeuanue: [TpoxykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Baxmwuenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Naresh

Kumar @/

Checked by /
[Mposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PyxoBoautens

—

Pavan Kumar Sharma C'V
—
./

Reprint Date /
Jara: 31.03.2022

Reprint Date /
Jara: 31.03.2022

Reprint Date /
Hara: 31.03.2022

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 Tel : +91 98166 56001-02
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dkcnpecc (keTtoponak) TabneTku, Iucneprupyemsie B HOAOCTH pTa, 10 mr

Batch No / : V2200584 Batch Quantity / :+ 36,00,000 tab /
Cepus Ne O0neM cepuu 36,00,000 Tab
Analytical Report No / : 890001582146 Date of Analysis / : 31.03.2022
AHanuTHYeckHil oryer Ne JlaTa aHamm3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jarta npou3sBoacTaa I'onen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenune Nel ot 27.12.2021)

Page3of 7/Ctp.3m37

’7 1;.0 Test / IlokazaTenan Results / Pe3ynabTaTh! Specification / Hopma
°
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IopnuaHOCTD butylhydroxyanisole peaks on the
Oy TMArMAPOKCHAHU30J 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 ynaepxHBaHUs
NMKOB  2-OyTHATHOpOKCHAaHU30/a U
3-6yTUATUAPOKCHAHM30IA Ha
XpOMaTOTpaMMe HCTILITYEMOTO
pacTBopa HAOJDKHBI COOTBETCTBOBAThH
BpEeMEHaM yIOEepPKUBaHUSA MIUKOB

2-6y TWITHIPOKCUAHU301a U
3-6yTIITHAPOKCHAHU30IA Ha
XpoMaTorpamMmme pacTBopa
CTaHIapTHOTO obpasua
6yTUNrUAPOKCHAHU30Ia (paznen
«CognepxxaHue
OyTUITMAPOKCHAHHU3O0JIa»).
4 Average weight / Cpennsis 70.7mg/ 70.7 mMr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Macca Ot 67,2 Mr 10 72,8 mr (70,0 Mr+ 4,0 %).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: IpoaykT coorBercTByeT TpeboBanusam HJL 3axmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: sz@1 l’lposepea\o: Himesh Kumaf | Ono6peno: Menemxkep / Pyxosoaureis
Kumar . — Pavan Kumar Sharma ¢ foo~—"""
= \ /
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.03.2022 Hata: 31.03.2022 Hara: 31.03.2022

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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkenpecc (keToponak) TabneTku, AHCIEPrHPYEMbIe B MOJIOCTH PTa, 10 mr
Batch No / : V2200584 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0nem cepun 36,00,000 Tab
Analytical Report No / : 890001582146 Date of Analysis / 31.03.2022
AHanuTH4ecKkHii oTueTr Ne JlaTa anannza
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npounsBoacTBa Toaen xo
Analysis performed according ND / Anayiu3s npogeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)
Page4 of 7/ C1p. 413 7
1}? Test / IlokasaTennb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OIHOPOAHOCTE MACChI 2/20 tablets - not more than + 20 % /
18/20 Tabnetrok — He OGomee + 10 %
2/20 Tabnetok — He Gonee £ 20 %
5 Disintegration time / 21 sec/ 21 cex Not more than 3 min / He 6osee 3 mun
PacnagaemocTnb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 97 % Not less than 75% (Q) of
. C15H13NO3°C4H | 1NO; (ketorolac
inii=2p) Tatnz2 D% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 99 % 75% (Q  CisHisNO3*CsHiNOs
. o (keToposiaka ~ TPOMETaMMH)  4epes3
Unit-4 / Tabn-4 98 % 15 MuE
Unit-5 / Tabn-5 98 %
Unit-6 / Taba-6 99 %
7 Fineness of Dispersion/ Complies / CoOoTBETCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 um sieve is formed. / Obpasyercs
OIHOpOMHAs CYCNEH3HdA, MPOXOAAas
CKBO3b CHUTO C DPa3MepoM OTBEPCTH
710 MKM.

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr cooTBeTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosneHo: Naresh IMpoeepeno: Himesh Kumar Ono6peno: Menemkep / Pykosoautesns
Kumar :H_”/J Pavan Kumar Sharma ¢fa~——"

< = : e
Reprint Date / Reprint Date / Reprint Date /
Jata: 31.03.2022 JHara: 31.03.2022 Jara: 31.03.2022

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

IMpoxykr: Keropon" Dkcnpece (keToponak) TabneTKkH, AMCIEpTH yeMble B 110JJ0CTH

Batch No / + V2200584 Batch Quantity / . 36,00,000 tab /
Cepnst Ne O6neM cepun 36,00,000 T26
Analytical Report No / . 890001582146 Date of Analysis / 31.03.2022
Anamurauecknii oryer Ne aTa AaHAJIH32

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

Toxen a0

according ND / Anayiu3 npoBeaeH 1o HA:
(amend Nel from 27.12.2021 / u3MeHeHHe Nel ot 27.12.2021)

JlaTa npou3BOACTBA

Analysis performed
@—004929—011119

|

Page 5 of 7/Crp. 5 u3'7

8 Related impurities / PoacTBeHHBIC npumMecn
e
ketorolac 1-hydroxy analog / Not Detected ‘ Not more than 0.5 % / He Gonee 0,5 %
1-rugpOKCHaHANOT
KeTopoJiaKa
(-
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He Gonee 0,5 %
1-keToaHANIOT KETOpOJIaKa
AR I ——————er
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
e MHAYHAS
HeneHTH(HUIMPOBAHHAS
NpUMEChH
Total impurities / 02 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecert
9 Water / Boxa 19% Not more than 7.0% w/w /
i He Gonee 7,0 %
10 | Residual solvents by GC/ OcraToyHble OPTFAaHUYECKHE pacTBOpHUTENH
Isopropyl alcohol / 3 pgltab/ Not more than 350 pg/tab/
H3omnponaHon 3 MKr B TabeTKe He Gonee 350 MKT B TaOJIETKE

S I

Remarks : The Product conforms to ND/

[Mpumeyarne: [1poayKT

COOTBETCTBYET TPEOOBAHHAM HJ

Conclusion : APPROVED /
3amouenne: OJIOBPEHO

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

[Toxroroeneno: Naresh [IpoBepeHO: Himesh Kumar | Ono6peno: Menemxep / PykoBoaHTENb

Kumar N ’”M Pavan Kumar Sharma J;C—::’/
S = . =

Reprint Date / Reprint Date / Reprint Date /

Jlara: 31.03.2022 Jlara: 31.03.2022 Jlara: 31.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indi
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drre(;dys cogrnna’ h
CIN: L85195AP1984PLC0O04507 -
www.drreddys.com



Dr.Reddy’s Q:.

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

CEPTUDUKAT AHAJIA3A
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dxenpecc ( KeToponaK) TabNeTKH, AMCNeprupyeMbIe B OJIOCTH PTd, 10 Mr
Batch No / : V2200584 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6Bbem cepHH 36,00,000 Tab
Analytical Report No / : 890001582146 Date of Analysis / 31.03.2022
AnanaTHgeckuii oryer Ne JlaTa apaan3a
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara mMpou3BOACTBA T'onen mo
Analysis performed according ND / Auaaus nposexen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel or 27.12.2021)
Page 60f 7/ Ctp. 6 u37
=

[ 11

Microbial enumeration tests / MukpoGHnoioraueckas yucToTa*

a) Total Aerobic Microbial
Count / O6u1ee YHCIIO
a3poOHBIX MUKpPO-
OpraHH3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g/
He 60nee 1000 KOE/T

b) Total Combined Yeast
and moulds count / Ob1uee
YHCNO JPOACKEBLIX U
IUIECHEBLIX IpuboOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6oxee 100 KOE/T

¢) Escherichia Coli

Absent in 1 gram /
OtcyTcTBYeTB 1 T

Shell be absent in 1 gram /
OtcytctBHe B 1 T

6)’Tl/lJ'll‘Pl[lp0KC“aHll30J'la

12 Uniformity of dosage units / 5.2 Acceptance value (AV) not more than
OnHOpOaHOCTh 15.0 / TIpuemouroe 3Kauenue (AV) He
J03UpUBANIHA 6onee 15,0.

13 Assay / KonnuecrBeHHoe 10.1 mg/ 10.1 mr From 9.0mg to 11.0mg of
onpeaeeHre (101.1 %) C15H13NO3°CsH11NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
pile] 11,0 MI C15H13N03‘C4H11N03
(keToponaka TpoMeTamuH) (OT 90,0 mo
110,0 % oOT 3asABIEHHOTO KOJIMYECTBA) B
TabneTKe

14 | Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHune 0.0965 Mr B TabneTKe He menee 0,042 mr B TabneTke

B

Remarks : The Product conforms to ND/
Tpumeuanne: [IponykT COOTBETCTBYET tpeGosannam HJT

Conclusion : APPROVED /
3axsnouenne: OJJOBPEHO

Prepared by /
T1oaroToBNIEHO: Nzesh
N

Kumar
/

Checked by /
ITpoeepeno: Himesh Kumar

e S

Approved by: Manager/Executive /
Opo6peno: Menemkep / PyRoBoAHTE b
Pavan Kumar Sharma ‘.”L.iv.zu_ ==

Reprint Date /
Hara: 31.03.2022

Reprint Date /
Jlara: 31.03.2022

Reprint Date /
Jlata: 31.03.2022

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



®e Dr. Reddy's Laboratories Ltd.

Dr. Reddy,s ‘; Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Kertopon® Dkcnpece (keToponak) TaGneTkH, AUCIEPTHPYEMbIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2200584 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0bemM cepun 36,00,000 Tab
Analytical Report No / : 890001582146 Date of Analysis / : 31.03.2022
AnanuTndecknii oTyer Ne JlaTa ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTta npon3BocTBa T'onen go

Analysis performed according ND / Ananu3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page70f7/Crp. 7m3 7

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsinablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnerok B Giuctepe uz (ITA/AJI/IIS ¢
pack. / Tlo 10 Tabnetok B | Braronornorutenem/II3BII) ¢oneru //
omucrepe w3 ([TA/AJ/IID ¢ | (TIID/AJ) ponsru. IMo 1 niu 2 Gnvictepa
snaronorioturenem/I19BII) C MUHCTpYKLHEH @0 NPUMEHEHUIO B
doneru // (IT3/AJ]) ¢onsru. [lo | Dadky KapTOHHYIO.

2 6muctepa ¢ UHCTPYKLHMEH 1O

TPUMEHEHHIO B HayKy
KapTOHHYIO.

16 Labeling / MapkunpoBka According to ND / B cootercTum ¢ HJ{

17 | Storage conditions / Below 25 °C. / Tlpu Temnepatype He Bbilue 25 °C.

XpaHeHue

18 | Shelflife/ Cp;K_l‘OJIHOCTPl 2 years /2 roza

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* TIpu BBINYCKeE JIEKAPCTBEHHOT'0 Npenapara KOHTPOJib Ka4eCTBA [0 MOKA3aTeJI0
«MuKpOGHOIOTHYECKasi YHCTOTA» HIPOBOXMTCH AIsl KaskIoH 20-0ii cepuu, MJIH 1JIsl OAHOMH CepHH B Iof,
B 3ABHCHMOCTH OT TOT0, YTO HACTYNHT paHbLIe.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: IIpoaykr cootrsercTByeT TpedosanusaM HJI 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonororosneno: Nasesh [Tposepeno: Himesh Kumar | Omo6peHo: Menemxep / Pykosoaurens
Kumar &j ‘:;l_’/:‘ Pavan Kumar Sharma f-'_fa —
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.03.2022 Hara: 31.03.2022 Hara: 31.03.2022

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: L85195AP1984P1L.CO04507
www.drreddys.com



