Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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
Hpoaykr: Keropon™ Dkenpece (keroposiak) TabneTky, AUCIIEPrHPYEMbIC B NOJIOCTH PTa, 10 mr

Batch No / 1 V2200747 Batch Quantity / : 36,00,000 tab/
Cepus Ne O06bem cepun 36,00,000 Tad
Analytical Report No / : 890001586968 Date of Analysis / 25.04.2022
AHaJHTHYECKHIi oTyeT No JlaTa ananauza

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
Jdarta npoussoacTBa Toaen go

Analysis performed according ND / Ananns nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmesenne Nel or 27.12.2021)

Page1of7/Crp.1u37

Y@-cnekrpodoTomeTpus

1;.00 Test / [Toxazarennb Results / PesynabTaThl Specification / Hopma
1 Description / Onucanwne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "[" debossed on one with "' debossed on one side. /
side. / Kpyraple, 1ockue Kpyrnbie, nuockue TabneTki ¢ Gackok,
TabneTkH ¢ dackoii, cBeTIO- CBETJIO-KEITOrO 1BETa ¢ MPaBUPOBKOMH
JKENTOro 1[BETA C TPAaBUPOBKOM «|» Ha ONHOH CTOpOHE.
«l» Ha OHOM CTOpPOHE.
2 Identification / [loannnHOCTL
Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®D-cneKTpsl
HOT/IOIIEHHS KUCIBITYEMOTO PacTBopa U
pacTBopa  cTaHmapTHoro  ofpasua
KETopoJiiaka  TPOMETaMHHA  JOJDKHEI
HUMETh MaKCHMYMbI TIPH OOHOH K TOH Ke
JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeyanue: ITpomykT cooTBeTcTBYeT Tpebosanusam H/T

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Ankit

78

Checked by /
[Tposepeno: Naresh Kumar

e

Approved by: Manager/Executive /

OnobpeHo: Menemxep /4 Pykosoanrens

Abhishek Chauhan |
[

Reprint Date /
Jlata: 25.04.2022

Reprint Date /
Jara: 25.04.2022

Reprint Date /
Hara: 25.04.2022

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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon" Dkcnpecc (keToponak) TableTkH, AUCIEPrupyemble B NoNocTH pra, 10 mr

Batch No / 1 V2200747 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001586968 Date of Analysis / 25.04.2022
AHaJHTHYecKHH oTueT No JlaTa aHa/M3a

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
Jdarta nponzBoacrsa T'onen no

Analysis performed according ND / Ananu3s nposenen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)
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No

No Test / ITokazaTenanb

Results / PesynsTaThl

Specification / Hopma

b) By HPLC / BOXX

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  ynep)KuBaHHA

OCHOBHOI'0 IIHKa Ha XpomarorpamMme

HCIILITYEMOrO0  pacTeopa  JOJKHO
COOTBETCTBOBATh BpeMeHH
yIEpXKMBaHHs OCHOBHOrO TWKa Ha
Xpomartorpamme pacTBopa
cTaHgapTHoro ofpasla KeTopoJaka
TpOMeTaMUHa (pa3men

«KonnuecTBeHHOE OTIPECICHHIEY).

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTeeTcTBYeT TpeboBanusm H/T

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

Prepared by /
IToarorosneHo: Ankit

-

-

Checked by /
[TposepeHo: Naresh Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemxkep|/ PykoBoantesb
Abhishek Chauhan L ‘

Reprint Date /
Jara: 25.04.2022

Reprint Date /
Jara: 25.04.2022

Reprint Date /
Hara: 25.04.2022
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CEPTHOPHUKAT AHAJIHM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopon' DKenpecc (KeToposak) TabieTkH, AMCepripyeMbIe B MOJIOCTH PTa, 10 mr

Batch No / 1 V2200747 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06bem cepuu 36,00,000 Tabd
Analytical Report No / : 890001586968 Date of Analysis / : 25.04.2022
AHanuTH4YeCKHI oTder No Jdara anaausza

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2024
JlaTa nponsBoACTBA Toxen no

Analysis performed according ND / Ananus nposeaen no H/L:

JITI-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)
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1}2 Test / Iloka3aTennb Results / Pe3yibTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopanHHOCTE butylhydroxyanisole peaks on the
Oy THATUAPOKCHAHM3OJI 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 ynepxuBaHHUA
nukos  2-0yTHIrHAPOKCHaHM30JlAa U
3-6y TWITHAPOKCUAHU30/1a Ha
XpoMaTorpaMme UCIBITYEMOTO
pacTBopa HODKHBI COOTBETCTBOBATDH
BpeMeHaM yIEpKUBaHUA IMKOB
2-6yTUArHAPOKCHAHU30IIA u
3-6yTUNTUAPOKCUAHU30A Ha
XpOMaTorpamMme pacTeopa
CTaHAApPTHOTO obpazua
OYTHArUAPOKCHAHU30J1a (pazmen
«Copaepxanue
OyTHIArHIPOKCHAHU30TIAN).
4 Average weight / Cpeanss 68.9 mg/ 68.9 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr no 72,8 Mr (70,0 mr £4,0 %).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: IIpoaykT cootBercTRyeT Tpedoanusm HJI 3axiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executjve /
IMoarorosneHo: Ankit IMposepeno: Naresh Kumar Onobpeno: Menemkep,/ PykospanTens

e] Abhishek Chauhan ﬁ\/

S (Y5

Reprint Date / Reprint Date / Reprint Date /
Hara: 25.04.2022 Jara: 25.04.2022 Hara: 25.04.2022

Reéistered 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
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CEPTUDOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Ketopon" Dxenpecc (keToponak) TabieTkH, AUCTIEPrinpyenmblie B MONOCTH pra, 10 mr
Batch No / : V2200747 Batch Quantity / : 36,00,000 tab /
Cepusi Ne OoBem cepiu 36,00.000 Tab
Analytical Report No / : 890001586968 Date of Analysis / 25.04.2022
AHanuTHYeCKHH oTueT Ne JlaTa aHaamu3a
Date of Manufacture / 1 April.2022 Date of Expiry / Mar.2024
JlaTa npou3BOACTBA Toxen no
Analysis performed according ND / Ananus nposenen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
Page 4 of 7/ Crp. 4 uz 7
1;.? Test / ITokasaTeb Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Oonee = 10 %
2/20 ra6nerok — He 6onee = 20 %
5 Disintegration time / 22 sec/ 22 cek Not more than 3 min / He 6onee 3 mux
Pacnanaemocthb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 97% Not less than 75% (Q) of
. C15sH(3NO3*C,H 1 NO; (ketorolac
UpiG2oAljacss 99 % tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 96 % 75%  (Q)  CisHisNO3*CsHiiNO3
. i (keToposlaka ~ TPOMETaMHMH)  4epe3
Unit-4 / Tabn-4 97 % 15 Mun
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 97 %
] Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / OOpasyeTcs
ONHOPOJHAs CYCTIeH3Hs, NPOXOAAMmas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykr coorBeTcTRyeT TpeboBanuam HJ

Conclusion : APPROVED /
Zaxawuenne: OJJOBPEHO

Hara: 25.04.2022

Hara: 25.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeaeno: Ankit IIposepeno: Naresh Kumar Onobpeno: Menemxep) Pykosgnurens
2 Abhishek Chauhan b
(A~ - -
Reprint Date / Reprint Date / Reprint Date /

Hara: 25.04.2022

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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CEPTHO®UKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dxcnpece (ketoponak) Tab/eTKH, AWCEPrupyemble B NoJ0CTH pra, 10 mr
Batch No / 1 V2200747 Batch Quantity / % 36,00,000 tab/
Cepus Ne Oo0bem cepun 36,00,000 Tab
Analytical Report No / : 890001586968 Date of Analysis / 25.04.2022
AHaauTudecknii oruer Ne JlaTa aHaau3a
Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JlaTa npon3BoACTBA T'onen xo
Analysis performed according ND / Anaym3 nposeaen mo HJ/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3amenenne Nel ot 27.12.2021)
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8 Related impurities / PoacTBeHHble npumecu’

ketorolac 1-hydroxy analog /
1-ruapokcuananor
KeTopoJaka

Below limit of Detection
(LOD:0.0010%)

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

ketorolac 1-keto analog/
1-keToaHaJIOT KeTOpOiaKa

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

0.03 %
Any unidentified impurity / Not more than 0.5 % / He 6oxee 0,5 %
eNHHAYHAs
HeWAeHTUQULUMPOBAHHAS 0.04%
OpUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma mpumecei
9 Water / Bona 23 % Not more than 7.0% w/w /-

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHuyecKre pacTBOPUTENIH

Isopropyl alcohol /
HzonponaHon

2.0 pg/tab/ 2.0 pg/tab Mkr B
TabneTke

Not more than 350 pg/tab /
He 6onee 350 MKr B TabieTke

Remarks : The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboraHuam HIl

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
TMoarorosneno: Ankit

/b

Checked by /
IIposepeno: Naresh Kumar

{
Ww!
=

Approved by: Manager/Executive /
Opnobpeno: Menemxepy Pyxopguurens
Abhishek Chauhan \, _

Reprint Date /
Iara: 25.04.2022

Reprint Date /
JlaTta: 25.04.2022

Reprint Date /
Jara: 25.04.2022

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
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CEPTUOPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MponykT: Keropon" Dkcnpecc (keToponak) TabieTky, JUcneprupyemble B nojoctu pra, 10 Mr

Batch No / 1 V2200747 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001586968 Date of Analysis / 25.04.2022
AHaauTHYeCKHil oTueT No JlaTa aHamu3a

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JaTta npousBoacTBa Toxen no

Analysis performed according ND / Ananus nposenen mo H/I:
JITT-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)
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11 | Microbial enumeration tests / Mukpo6uoJjoruyeckast yucrora®
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Oduiee yucio Memnee 10 KOE/r He 6onee 1000 KOE/r
a’pOoOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / Ob1uee Menee 10 KOE/T He 6osee 100 KOE/r
YHCIIO JPOXIKEBBIX U
TUIECHEBLIX MPUOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyTrctBHEB 1 T
12 | Uniformity of dosage units / 4.5 Acceptance value (AV) not more than
OanopoanocTh 15.0 / [puemouHoe 3HaueHKe (AV) He
NO3UPOBAHHS 6onee 15,0.
13 | Assay/KonunuecTtBeHHOe 9.9 mg/99 mMr From 90mg to 11.0mg  of
onpeje/ieHHe (99.2 %) C15H13NO3*C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr o
11,0 mr C1sH13NO3+C4sH 1NO3
(ketoponaka Tpomeramus) (ot 90,0 no
110,0 % OT 3asBIIEHHOTO KOJMYECTBa) B
TabseTke
14 | Butylhydroxyanisole 0.0973 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0973 wmr B TabneTtke He menee 0,042 mr B TabneTtke
OyTHATMAPOKCHAHH30J1a

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykt cooTBeTcTBYET Tpeboanuam HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Ankit

Checked by /
ITporepeHo: Narcsl}liumar

[ &?‘I/

Approved by: Manager/Executive /
OnoGpeno: Menemiep ( Pykosojgurennb
Abhishek Chauhan

Reprint Date /
Hara: 25.04.2022

Reprint Date /
Hara: 25.04.2022

Reprint Date /
Hara: 25.04.2022

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
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www.drreddys.com
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CEPTHOHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpecc (keToposak) TabaeTky, AMCNIEPrUPYEMBble B 110J10CTH pTa, 10 mr

Batch No / 1 V2200747 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06beM cepun 36,00,000 Tab
Analytical Report No / : 890001586968 Date of Analysis / : 25.04.2022
AHaJIMTHYECKHI oT4eT No JlaTa anannza

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2024
JaTa npousBoAcTBa T'onen no

Analysis performed according ND / Anaans nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)
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15 | Package/Ynaxkoska 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. / Ilo 10 Tabnerok B
information leaflet in a carton | Onmcrepe u3 (TTA/AJVIID c
pack. / Tlo 10 tabnetox B | Brnaromornorutenem/[I9BIT) ¢onbru //
6nucrepe u3z  ([TA/AJV/IID ¢ | (IID/AJT) doneru. Io 1 v 2 Gancrepa ¢
snaromoryiorutenem/TI3BIT) HHCTPYKLIMEH 1O NPHUMEHEHMIO B MayKy
donvru // (I13/AJ1) doneru. [lo | KapTOHHYIO.

2 6nucTepa ¢ WHCTPYKUMEH MO

NPHUMEHEHHMIO B naqKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootrBercTBun ¢ HJJ

17 | Storage conditions/ Below 25 °C. / TIpu Temnepatype He Bsiie 25 °C.

XpaneHue

18 | Shelf life / Cpok roanoctn 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.

* [Ipu BbIMyCKe JeKapCTBEHHOT0 Npenapara KOHTPOJIb Ka4ecTBa M0 N0Ka3aTe/lIo
«MHKpPOOHOJIOTHYECKAS YHCTOTA» POBOAHTCH /18 Kaxaol 20-0# cepuu, HiH A5 OTHOH CEpHH B Iof,
B 3aBHCHMOCTH OT TOI0, 4TO HACTYNHT paHbIle,

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

TIpumeuanue: [IponykT cooTBeTcTBYET Tpebosanusm HJ 3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executiye /

IToarorosneHo: Ankit IpoeepeHo: Naresh Kumar 3
C’A "5

Reprint Date / Reprint Date / Reprint Date /

Hara: 25.04.2022 Hara: 25.04.2022 Jlara: 25.04.2022

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



