Dr.Reddy’s Q‘!‘

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 AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyrr: Keropon™ BKCHPECL (keToponak) TabIeTKH, AHCTIEPrHpYEMBIe B TTOJJOCTH pTa 10 Mr
Batch No / : V2300367 Batch Quantity / : 36,00,000 tab/
|Cepust Ne O6bemM cepHn 36,00.000 Tab
Analytical Report No / : 890001652896 Date of Analysis/ -~ ::. 27.03.2023
AnannTHyeckmii oTyeT Ne Jara ananusa
Date of Manufacture / - : Feb.2023 Date of Expiry / - = - :--Jan.2025
Jara npou3BoOACTBA Toxen xo
Analysis performed according ND / Ananns nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / mamenenne Nel or 27.12.2021) — |

Page 1 of 7/ Crp. 1 m3 7

No

Test / Tloka3zaTennb
Neo

Results / Pe3yabTarThl

Specification / Hopma

1 Description / Onncanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrusie, IockHe
TabneTky ¢ packoi, CBETIO-
KENITOrO L(BETA C FPaBHPOBKOH
«|» Ha oxHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrusie, miockie Tabnetku ¢ Gpackoi,
CBETJIO-XKEJITOrO LBETA C IPaBUPOBKOM
«|» Ha OZHOM CTOpOHE.

2 Identification / IToxnuMHHOCTSL

Ketorolac / Kemoponak

a) Byuv/
V®-cnektpodoromMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-CeKTphl
MOTNIOLIEHHS UCTTBITYEMOTO PacTBOpa U
pacTBopa  CTaHmapTHoro  obpasua
KETOpOJiaka TpPOMETaMHHa  JOJDKHBI
HMMETh MAKCHMYMBI TP OLHOM H TOM e
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

Ipumeuanue: [Tpoaykt cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmoyenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Shivani Devi ITpoepeHo: Ramakant Onobpeno: Menemxkep / Pykosoaurens
_— . A . 2
] @ \»&C@L Manoj Kumar ¥m o
Reprint Date / Reprint Date / Reprint Date /
JlaTta: 27.03.2023 JlaTta: 27.03.2023 Jara: 27.03.2023

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘

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

No

Test / [TokazaTenn
Ne

Results / PeaynbTaThi

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUHPUKAT AHAJIU3A
?;oduct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poxyxr: Keropon® Dxcnpece (keToposnak) TabNeTku, AMCTepTUpYeMbIE B IIOJIOCTH pTa, 10 Mr |
Batch No / : V2300367 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O0peM cepun 36,00,000 Tab
Analytical Report No / : 890001652896 Date of Analysis / 27.03.2023
AnaguTHdeckuii oTyer Ne Jara anaanza :
Date of Manufacture / :-Feb.2023 Date of Expiry / : Jan:2025
Jata nponsBoacTBa Togen oo
Analysis performed according ND / Ananu3s nposeaen mo H/I:
JII-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)
Page2 of 7/ Crp. 2 u3 7

Specification / Hopma

b) By HPLC /B3XX

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 ynepxuBaHUs
OCHOBHOTO TNHKa Ha XpPOMaTOrpamMme
UCHBITYEMOI0  pacTBOpa  JOJIKHO
COOTBETCTBOBATH BPEMEHH
YOEPXKMBAHUS OCHOBHOTO TIMKa Ha
XpoMaTorpamme pacTBopa
CTaHmapTHOro obpasua KeTopoJiaka
TPOMETaMHHaA (pa3nen

«KonmyecTREHHOE ONPEeACTICHHEN).

Remarks: The Product conforms to ND/
[Tpumeyanue: Ilpogykt coorBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Hara: 27.03.2023

Hara: 27.03.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroropneno: Shivani Devi IIpoBepeHo: Ramakant OnobpeHo: Menemxkep / Pykosoguresb
‘}'f . Manoj Kumar 1
g L -
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax- +31 40 4900 7999, Fmail- mail@drreddys rom

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Sxenpecc (ketoponak) TabiaeTKn, ANCHEPrHPYEMbIE B [IOIOCTH PTa, 10 mr

Batch No / : V2300367 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O6bem cepun 36,00,000 Ta6
Analytical Report No / : 890001652896 Date of Analysis / 2 -27.03.2023
AHanHTHYECKHI oTyeT Ne JlaTa anajausa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
Jdara npon3BOACTBA I'open xo

Analysis performed according ND / Anasnns nposeaen no H/I:
|JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel ot 27.12.2021)

Page3 of 7/Cr1p. 3 a3 7

1}:} Test / IToxasaTe/n Results / PesynpTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuHHOCTH butylhydroxyanisole peaks on the
OyTHIrHAPOKCHAHH30 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). / BpeMmena yaepXHBaHHs
NUKOB  2-OyTWITHAPOKCHAHM30JIa M
3-6y THATHaPOKCHAHU30IIa Ha
XpoMaTorpamme UCIBITYEMOTO
pacTBopa JOJDKHbl COOTBETCTBOBATH
BpeMeHaM yIEepKUBAHUA HAKOB
2-6yTWITMAPOKCHAHHU30/1a U
3-0y TUNTHAPOKCHAHU3011a Ha
XPOMAaTOrpaMmme pacTBopa
CTaHIApTHOTO ofpasua
GYTHITHAPOKCHAHU301a (paznen
«Conepxanue

OyTHATMAPOKCUAHU3O0TIA»).

Macca

4 Average weight / Cpeansist

69.8 mg/ 69.8 M

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

Remarks: The Product conforms to ND/
[Mpumeuanue: Ilpoaykr coorseTcTByeT TpeboBanuam HJI

Conclusion: APPROVED /
Zakmouenne: OJIOBPEHO

Prepared by /

A7

HoanosneHo:/Sﬁhivani Devi

Checked by /
[IpoBepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosoauTeins
Manoj Kumar h

il

Reprint Date /
Jlara: 27.03.2023

Reprint Date /
Hara: 27.03.2023

Reprint Date /
JHara: 27.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s @3

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

CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
([Tpomywr: Keropon™ Dkenpece (keroponak) tabieTky, Aucnepripyemsie B nomnoctu pra, 10 mr

Batch No / : V2300367 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06beM cepuu 36,00,000 Tab
Analytical Report No / : 890001652896 Date of Analysis / 1 27.03.2023
AnanuTHYeCKHH oTyeT Ne Jdara ananuza

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
|laTa npousBoxcTBA I'oxen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / mamenenne Nel or 27.12.2021)

No

Test / [lokazarenasb
No

Results / PesyabTaTsi

Page 4 of 7/ Crp. 4 m3 7

Specification / Hopma

Uniformity of weight /
OaHopoaHOCTH Macchl

Complies / CooTBeTcTBYeET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnerok — He 6Gomee + 10 %
2/20 Tabnetok — He 6onee + 20 %

5 Disintegration time /

18 sec /18 cex

Not more than 3 min / He 6onee 3 MmuH

Pacnanaemocts
6 Dissolution / PacTeopenne Unit-1/ Ta6i-1 104 % Not less than 75% (Q) of
. Ci15H13NO3°C4H [ INO3 (ketorolac
Unit-2 / Tabn-2 U tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHzNO3*C4H;1NO3
) 3 (xeroponaka  TPOMETAMUH) qepes
Unit-4 / Tabn-4 101% o
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JHcnepcHocTb 710 pm sieve is formed. / O6pasyercs

OHOPOAHAS CYCIEH3Us, MPOXOIAIast
CKBO3b CHTO C pa3MEpPOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/

IMpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3axkmiouenne: OJOBPEHO

Prepared by /
ITogrorosieno: Shivani Devi

/S/

Checked by /
IIposepeno: Ramakant

St

Approved by: Manager/Executive /
Onobpeno: Menempxkep / Pykoroaurens
Manoj Kumar 1 (L

Reprint Date /
Hara: 27.03.2023

Reprint Date /
Jara: 27.03.2023

Reprint Date /
Hata: 27.03.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon™ Dxenpece (keroponak) TableTky, IMCeprupyeMble B MOJ0CTH pTa, 10 Mr

Batch No / 1 V2300367 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001652896 Date of Analysis / ++27.03.2023
AHajuTHYECKHH oTHeT No Jara ananuza

Date of Manufacture:/ : Feb.2023 Date of Expiry / ¢ Jan.2025
/lara npou3BoAcTBa I'omen mo

Analysis performed according ND / Ananus npoeeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageSof 7/Crp. Snsz 7

8 Related impurities / PoacrBeHHble IpuMech
ketorolac 1-hydroxy analog / Below LOD (LOD =0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcHananor Hwuxe nipenena o6uapysxenus (110
KeTopoJaka =0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KkeToaHaNor KeToposiaka 0.05%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IMHHYHAs 0.03%
HEUACHTH(QUITMPOBAHHAS
NIpRMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMmmMma npumeceii

9 Water / Boaga 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHMyecKkue pacTBOPHTEIH
Isopropyl alcohol / ) ug/tab / 2 Mxr B TabneTke Not more than 350 pg/tab /
HzonponaHon He 6onee 350 mMxr B TabneTke

Remarks: The Product conforms to ND/
Ilpumeuanue: IIpogykr cooTBercTByeT Tpebopanusm HJ|

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosineno: Shivani Devi

AT

Checked by /
ITposepeno: Ramakant

ot

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonurens
Manoj Kumar

Reprint Date /
Hara: 27.03.2023

Reprint Date /
JHara: 27.03.2023

Reprint Date /
Hara: 27.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
1ell 1L 34U 490U 290U, 18K 191 40 4500 2999, Ll matl@dn eddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sofan, H.P., 173 205, IND1 A
Tel : +91 98166 56001-02

www.drreddys.com

CEPTHO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxyxr: Kertopon® Dkenpecc (keropoiiak) tabiaerku,

JIUCTIEPrIpYEMBIE B ITOJIOCTH p'ra 10 Mmr

Batch No / : V2300367 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepus 36,00,000 a6
Analytical Report No / : 890001652896 Date of Analysis/ - : 27.03.2023
AnanuTndeckuii oruer Ne Jlata anaausa

Date of Manufacture / - : Feb.2023 Date of Expiry / = Jan.2025-
Jara npon3BoacTBa I'onen po

Analysis performed according ND / Anann3 nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ C1p. 6 w37

11 | Microbial enumeration tests / MukpoGHon0oruueckas YHcToTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uee 41cII0 He 6onee 1000 KOE/r
a’po6HBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1ee He 6omee 100 KOE/r
YKCIIO OPOXOKEBBIX U
IUIECHEBBIX rpHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBue B 1 1
12 Uniformity of dosage units / 4.8 Acceptance value (AV) not more than
OnHOpOAHOCTEH 15.0 / TipuemounHoe 3HaueHue (AV) ne
03U POBAHMS 6onee 15,0.
13 Assay / KonuuecTeeHHOe 10.0 mg / 10.0 mr From 9.0mg to 11.0 mg of
onpeaeJieHHue (100.2 %) CisH13NO3C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr no
1 1,0 MT C15H13NO3‘C4H11NO3
(xeToponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3a4BJIEHHOrO KOJNWYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0987 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0987 mr B TabneTke He menee 0,042 mr B TabneTke
OyTHITMAPOKCHAHA301a

Remarks: The Product conforms to ND/
[Tpumeuanue: [IpoaykT coorBeTcTBYeT Tpedoranusm HJT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Shivani Devi ITposepeno: Ramakant Onobpeno: Meunemxkep / Pylcoaomi'renb
'R Manoj Kumar
/5} %ﬁ ! N
Reprint Date / Reprint Date / Reprint Date /
Hata: 27.03.2023 Hara: 27.03.2023 Hata: 27.03.2023

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.ccm

CIN: L85195AP1984PLC0045G7
www.drreddys.ccm




Dr.Reddy’s Qf:‘

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

CEPTHOUKAT AHAJIN3A

IpoiykT: Keropon™ Dxenpece (

Pro Quct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
KeToposiak) TabneTkH, AUCTIEPrHPYEMbic B MIOJIOCTH PTa, 10 Mr

Batch No/ : V2300367 Batch Quantity / : 36,00,000 tab /
Ceplst Ne O6BeM cepuu 36,00,000 a6
Analytical Report No / : 890001652896 Date of Analysis / :- 27.03.2023
AnaiuTHaecKnii oTyer Ne JlaTa anaju3a

Dateof Manufacture / -: Feb.2023 Date of Expiry / s ¢ Jan.2025
Jlara npoH3BOACTBA Tonen go

‘| Analysis performed according ND / Anajin3 npose/ies no HA:
JITE-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel or 27.12.2021)

Page70f 7/Crp. 7 m3 7

15 Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TaGnerox B
6mucrepe w3z (MA/AJI/IID ¢
priaronornoTutenem/[12BII)
donwru // (IID/AJ1) donsru. Ilo
2 6nMcTepa ¢ MHCTPYKIMEH 10
TIPUMEHEHMUIO B nayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTok B
onucrepe u3 (TTA/AJVTID G
snaromornotutenem/IIDBIT) dombru //
(I1D/AJT) dombra. Tio 1 unm 2 6nucTepa ¢
MHCTPYKIMEH 10 IPUMEHEHUIO B Y1auKy

KapTOHHYIO.

16 | Labeling / MapkupoBKa

According to ND / B cootetcTsuu ¢ HJ|

17 Storage conditions /
XpaHenue

Below 25 °C. / TIpu Temmeparype He Briue 25 °C.

18 | Shelflife / Cpox rogHocTH

2 years / 2 rona

* 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.
* [Ipn BHINYyCKE JIEKAPCTBEHHOTO Npenapara KOHTPOJIb KadeCTBa M0 MOKa3aTeI0
«MHKpPOGHOIOrHYecKast YHCTOTA» NPOBOAUTCH A Kaska0# 20-0if cepuH, HIH AJIS OIHOM CepHH B rof,

B 32aBUCHMOCTH OT TOIO, YTO HACTYIHT PaHbUIE.

Remarks: The Product conforms to ND/
[Tpumeuanne: IpoayKT COOTBETCTBYET tpebosannam HJI

Conclusion: APPROVED /
3axmouenne: OIOBPEHO

Prepared by /
[Monrororneno: Shivani Devi

A7

Checked by /
ITposepeno: Ramakant

Bule®

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurennb

Manoj Kumar /
{ Ly

Reprint Date /
Jara: 27.03.2023

Reprint Date /
Jlara: 27.03.2023

Reprint Date /
Hara: 27.03.2023

Registered Dffice: 8-7-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drrecdys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.ccm




