Dr.Reddy’s ‘f:‘

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

CEPTUPUKAT AHAJIU3A

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

Hpoaykr: Keropon” Drenpece (KeToposiak) Tabnerku, AMCHEprupyemple B MOJIOCTH PTd, 10 mr
Batch No / : V2201509 Batch Quantity / : 36,00,000 tab/
Cepus Ne Ob6Bem cepiu 36,00,000 Tad
Analytical Report No / : 890001605205 Date of Analysis / 31.07.2022
AHanuTHYecKUi oTyeT Ne JlaTa ananusza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JlaTa NpoM3BOJACTBA T'oxen no

Analysis performed according ND / Ananus nposeaen no HJL:

JITI-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)

Pagelof 7/ Crp. 1 m37

No ] 3
No Test / TlokasaTenan Results / PesynabTaTnl Specification / Hopma
1 Description / Onucanme Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "' debossed on one side. /
side. / Kpyrmsle, niockue Kpyrubie, mnockue Tabnerku ¢ hackoi,
TabneTky ¢ Qackoii, cBeTIO- CBETJIO-KEJITOrO [[BETa C IPaBUPOBKOM
JENTOTO [BETA C TPaBUPOBKOM «l» Ha OIHOI CTOpOHE.
«l» Ha ONHOM CTOPOHE.
2 Identification / [loannHHOCTD

Ketorolac / Kemopoax

a) ByuUv/
Y@-cnekrpodoTomMeTpUs

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / YP-cnexrpsl
HOrNOMWEHU UCIIBITYEMOrO PacTBOpa U
pacteopa  craHzapTtHoro  o6pasua
KETOpOJNiaka TPOMETaMHHA  JOJKHBI
VMETb MAKCHMYMEI PU OJJHOM U TOM XKe
JUTUHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooteTcTBYeET Tpebosanuam H/

Conclusion : APPROVED /
3Zakawuenne: OJOBPEHO

Prepared by /
TMoarorosneno: Ankit -

0

Checked by /
[Tposepeno: Pardeep Kumar

Cop——

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

Kusum Lata F:“i;\)‘c —

Reprint Date /
Jara: 31.07.2022

Reprint Date /
Hara: 31.07.2022

Reprint Date /
Jara: 31.07.2022

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
CEPTHO®HKAT 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
Hpoayxr: Keropon™ Dkenpece (ketoponak) TabIeTKH, AUCNEPrupyeMble B MOJIOCTH PTa, 10 mr

Batch No / : V2201509 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bem cepun 36.,00,000 Tab
Analytical Report No / : 890001605205 Date of Analysis / 31.07.2022
AHanuTudecknii oryer Ne Jlara ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JlaTa npou3BoACTBA T'onen go

Analysis performed according ND / Ananus nposenen no HJL:

JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page2 of 7/ Crp. 2 m37

No

N Test / IToka3zaTesb

Results / Pe3ysbTaThb!

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  yaepxuBaHHs:
OCHOBHOI'0 THMKa Ha Xpomarorpamme
HCOLITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEMEHH
yIEp)KMBaHUA OCHOBHOTO MUKAa Ha
Xpomarorpamme pacTBopa
cTaHgapTHoro ofpasua KeToponaka
TpOMETaMKHa (pazmen

«KonuuecTBEHHOE OTPEeIEHUEY).

Remarks : The Product conforms to ND/
[pumeuanue: JIpOAYKT COOTBETCTBYET TPeOOBAHUAM HJ

Conclusion : APPROVED /
Zaxumouenue: OJJOEPEHO

Prepared by /
IMoarorosnexo: Ankit S

3

Checked by /
[MpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menegxep ( Pykosoaurens

Kusum Lata S?X 3

Reprint Date /
Hara: 31.07.2022

Reprint Date /
Hara: 31.07.2022

Reprint Date /
Jata: 31.07.2022

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 3900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

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

Vill. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon” Drenpece (KETOPOAAK) TAONCTKH, AMCIEPIHPYEMbIC B MONOCTH PTa, 10 mr

Batch No / : V2201509 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O06bem cepuu 36,00,000 Tab
Analytical Report No / : 890001605205 Date of Analysis / : 31.07.2022
A”anuTn4eckuii oTueT No JlaTa aHann3sa

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Jarta nponsBoacTsa I'open no

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

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

Page3of 7/Crp.3 m37

i.? Test / [okasaTenb Results / PesyabTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaIMHHOCTD butylhydroxyanisole peaks on the
OyTUATHAPOKCHAHH301 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 yAepKUBaHUA
MUKOB  2-OyTUNrUApOKCHaHHM30Jla U
3-6yTHATHAPOKCHAHKU30Ma Ha
Xpomarorpamme HCMBITYEMOTO
pacTBOpa [OJUKHEL COOTBETCTBOBATH
BpeMeHaM yIepXKUBAHUS NHUKOB
2-0yTUArHAPOKCUAHH301a "
3-GyTWirHapoKCHaHH30J1a Ha
XpoMartorpamme pactBopa
CTaHAapTHOro obpasia
OYTUNTHAPOKCUAHK30M1a (pa3nen
«ConepxxaHue
OyTHITHAPOKCHAHAN30IA).
4 Average weight / Cpennsis 70.8 mg/ 70.8 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr £ 4,0 %).

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBanuam HJ{

Conclusion : APPROVED /
Zaxaouenue: OJIOBPEHO

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

Toaroroeneno: Ankit [Tpoeepeno: Pardeep Kumar Ono6peHo: Menemxep / Pykosoaurens
[A ‘3€—“‘_ Kusum Lata Ve A\ 2 -

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.07.2022 Hara: 31.07.2022 Hara: 31.07.2022

Registered Office: 3-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyir: Keropon" Dkenpece (keToposiak) TabaeTki, AMCHEPrHpyeMble B TIOTOCTH P, 10 mr

Batch No / 1 V2201509 Batch Quantity / : 36,00,000 tab/
| Cepust Ne Ob6bem cepun 36,00,000 Tab
Analytical Report No / : 890001605205 Date of Analysis / 31.07.2022
AHaauTu4eckni oryer No Jara anajansa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JlaTa npon3BOACTBA T'oaen oo

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

Page4 of 7/ Crp. 4 u3 7

1;.2 Test / [Toka3zaTenb Results / Pe3yabTaTsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTbL MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oosnee £ 10 %
2/20 Tabnetox — He 6onee + 20 %
5 Disintegration time / 18 sec/ 18 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 98% Not less than 75% (Q) of
] CisH13sNO;+*C4H | NOs (ketorolac
Unit-2 / Ta6n-2 0% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHisNO3*CsHiNO;
. . (keToposiaka ~ TPOMETaMMH)  4epes3
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 97%

7 Fineness of Dispersion/
JucnepcHocTb

Complies / CooTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyercs
OIHOPOJIHAA CYCIEH3UsA, NPOXOMAIAs
CKBO3b CHUTO C pa3sMepoM OTBEPCTHi
710 mMxM.

Remarks : The Product conforms to ND/
[pumedanue: [Tpoayxt cooreeTcTByeT TpeboBanuam HJT

Conclusion : APPROVED /
Bakmouenne: OJJOBPEHO

Jata: 31.07.2022

Hara: 31.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosneno: Ankit [poeepeHo: Pardeep Kumar OnobpeHo: Menemwxep / PykoBoanTesis

@ i Kusum Lata A{A&i o
Reprint Date / Reprint Date / Reprint Date /

Tara: 31.07.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

CEPTHUO®UKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrat;ng Tablets 10 mg
Mpoayxr: Keropon™ Oxenpece (keToponak) TadieTKi, AUCICPrHPYEMbIC B [10J10CTH PTa, 10 mr

Batch No / : V2201509 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepin 36,00,000 Tab
Analytical Report No / : 890001605205 Date of Analysis / 31.07.2022
AHAJIHTHYECKHI oTueT No JlaTa aHann3a

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTa NpoH3BOACTBA T'ogen no

Analysis performed according ND / Ananns nposesen no HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021 / u3amenenne Nel or 27.12.2021)

Page Sof 7/ Crp. Su3z 7

8 Related impurities / PoacTBeHHbI€ MpUMeCH

ketorolac 1-hydroxy analog /
1-rugpokcuaHajior
KeTOopoJiaKa

Less than LOQ (LOQ: 0.0032%)

ketorolac 1-keto analog/
1-KeToaHanor KeTopoJiaka

0.04 %

Any unidentified impurity /
eAVHUYHAs
HeuJIeHTUDULUPOBAHHASA
NpUMECh

0.04%

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

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

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

Total impurities /
Cymma npumecei

0.1%

Not more than 1.0 % / He Gonee 1,0 %

9 Water / Boaa

2.2%

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

10 | Residual solvents by GC/ OcTaTo4Hble OPraHHYeCKHEe PACTBOPHTEIH

Isopropyl alcohol /
H3zonponanon

2 ug/tab / 2 MKr B TabneTke

Not more than 350 pg/tab /
He Gonee 350 MKr B TabneTke

Remarks : The Product conforms to ND/
Mpumeuanre: [Ipoaykr cooTeeTcTByeT Tpebosatusm HJI

Conclusion : APPROVED /
3axmwoyenne: OJJOBPEHO

Prepared by /
IToarotroeneHo: Aﬂh}/

i

Checked by /
[IposepeHo: Pal;gieep Kumar

-

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

Kusum Lata r-};i‘g_/

Reprint Date /
Mara: 31.07.2022

Reprint Date /
Hara: 31.07.2022

Reprint Date /
JHara; 31.07.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTH®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopoa” Dkcnpece (keroponak) TabnerTkit, AUCNEPrupyemble B IOJIOCTH PTd, 10 mr

Batch No / 1 V2201509 Batch Quantity / : 36,00,000 tab /
gpnﬂ Ne O6bem cepun 36.00,000 Tad
Analytical Report No / : 890001605205 Date of Analysis / : 31.07.2022
Ananurnyecknii oruer Ne Jara anainza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Jara npou3BoACTBA T'ogen oo

Analysis performed according ND / Ananus nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 n3 7

11 | Microbial enumeration tests / MukpoGuoiornueckas 4ucrora*®
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O01uee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOBOHBIX MUKPO-
OpraH{U3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obiuee Menee 10 KOE/r He 6onee 100 KOE/r
YKCIIO APONKIKEBBIX H
[NECHEBBIX TPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCcyTCTBYET OrcyrctBUe B 1 T
12 Uniformity of dosage units / 3.1 Acceptance value (AV) not more than
OaHopoaHOCTDb 15.0 / TlpuemouHoe 3HaueHue (AV) He
J03UPOBAHUA 6onee 15,0.
13 | Assay/KounyecTBeHHOE 10.1 mg/10.1 Mr From 9.0mg to 11.0mg  of
onpenejseHne (101.3 %) CsH13NO3+C4H |1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
11,0 MI C15H13NO3'C4H11NO3
(xeToponaka tpometamuH) (ot 90,0 no
110,0 % oT 3asBJIEHHOTO KOJHYeCTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0929 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0929 Mr B TabneTke He menee 0,042 Mr B TabseTke
GyTHATHAPOKCHAHH30/12

Remarks : The Product conforms to ND/
TIpumeuanve: [Tpoaykt cootBerctayeT Tpebosanusm HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /
NoarorosneHo: Ankit IMposepeno: Pardeep Kumar

Fa, =L

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoaunTeb
Kusum Lata NASE

Reprint Date / Reprint Date /
Jara: 31.07.2022 Hara: 31.07.2022

Reprint Date /
Jara: 31.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




D q. e Dr. Reddy's Laboratories Ltd.
? ® . .
Formulation Unit-6
r‘ Reddy s '. Vill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHUODIHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpecc (keToponak) Tab/IeTKi, AUCHEPIUPYEMbIC B TONOCTH pTa, 10 Mr

Batch No / : V2201509 Batch Quantity / : 36,00,000 tab /
Cepun Ne Obnem cepun 36,00,000 Tab
Analytical Report No / : 890001605205 Date of Analysis / : 31.07.2022
AHanuTHYEeCKHH oTUeT No Jlara ananusza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
JaTta npou3BoacTBA Tomen no

Analysis performed according ND / Ananus nposexen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page 7 of 7/Crp. 7uz 7

15 | Package/ YnakoBka 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 Tabnetox B
information leaflet in a carton | Onuctepe u3 (TTA/AJI/TID c
pack. / Tlo 10 ta6nerox B | Bnaronornoturenem/[IOBII) donbrn //
6nucrepe usz  ([TA/AJUVIID ¢ | (IID/AJT) donsru. [lo 1 uan 2 6aucrepa ¢
praronornotutenem/I13BIT) MHCTPYKUMEN MO MPUMEHEHHIO B Madvky
donbru // (I12/AJ]) doneru. ITo | xapTOHHYO.

2 6nuctepa ¢ MHCTpYKUMEH Mo

HNPHMEHEHHIO B nauyKy
KapTOHHYIO.

16 | Labeling / MapkupoBKa According to ND / B cooteetctBuu ¢ HJ]

17 | Storage conditions/ Below 25 °C. / IIpu Temueparype He Bbitie 25 °C.

XpaHeHnue

18 | Shelf life / Cpok rognoctu 2 years / 2 roga

* 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 JEKAPCTBEHHOr0 Mpenapara KOHTPOJIb Ka4ecTBa M0 NOKA3aTe/llo
«MuKpoGHoIorHYecKast YHCTOTA» MPOBOANTCH AJIsl Kakaoii 20-0i cepuu, HIM AIs O/IHOM CepHH B I'0f,
B 3ABHCHMOCTH OT TOT'0, YTO HACTYNIHT PAHBIIE.

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

[Mpumeuanue: [Ipoaykt coorBeTcTBYeT TpebopaHusm HJI 3akmouenune: OJIOBPEHO

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

[Tonrororneno: Anki [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoauterb
[z _ :rf Kusum Lata %ﬁ_ o

Reprint Date / Reprint Date / Reprint Date /

Harta: 31.07.2022 JHata: 31.07.2022 Hara: 31.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L851S5AP1934PLCO04507
www.drreddys.com



