Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HUKAT AHAJIM3A

Product : Ketoro! Express (ketorolac) Orally Disintegrating Tablets 10 mg

Mpoaykr: Keropon” Dxenpece (KeTopo/iak) TadJeTKH, IMCTIEPrupyembie B NoJI0CTH Prd, 10 mr
Batch No / : V2201662 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001609884 Date of Analysis / 27.08.2022
AHanuTH4eckuii oTyer Ne Jlara ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npoH3BOJCTBA T'ogen no

Analysis performed according ND / Anasin3s nposeieH no H:

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

Pagel of 7/Crp.1u37

V®-cnektpodoToMeTpUs

No | . .
No Test / [lokazaTenb Results / PesynbTarsl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrable, niaockue Kpyrisie, mnockue TabneTku ¢ $packoi,
TabneTk ¢ packoi, cBETIO- CBETJIO-KENTOr0 LBETA C MPaBUPOBKOH
HEJITOro LBETA C FPABUPOBKOM «l» Ha OIHOM CTOPOHE.
«l» Ha OHON CTOpOHE.
2 Identification / ITopannHOCTH
Ketorolac / Kemoponax
a) ByuUv/ Complies / COOTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexrpsl
NOTJIOLLEHHS MCIIBLITYEMOro pacTeopa 1
pacTBopa  CTaHAapTHOro  obpasia
KeTopoJiaka ~ TpOMeTaMMHa  [OJDKHbI
MMETH MAKCUMYMBI TP OJHOM W TOM XKe
IUTUHE BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanne: [Ipoaykr cootsercrayer Tpeboparuam H/

Conclusion : APPROVED /
3axmouenue: OQJJOBPEHO

Jlata: 27.08.2022

Jara: 27.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Manish Sharma | Ilposepeno: Ramakant OnobpeHo: Menemxep / PykoBoanTeib

< f,%:”"‘j:* i Q Manoj Kumar Frdpuse )
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.08.2022

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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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT 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
Opoaykr: Keropon" Drenpece (KeToponak) TabNeTKH, AHCNEPripye

Mble B nonocty pra, 10 Mr

Batch No / : V2201662 Batch Quantity / : 36,00,000 tab /
Cepug Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001609884 Date of Analysis / 27.08.2022
Anajgurndeckuii oruer Ne JlaTa ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npoM3BOACTBA Toaen no

Analysis performed according ND / Anayin3 nposeen 1o HA:
JIIM-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page2 of 7/Crp. 2 n3 7

—

No

Test / [Toka3zaTenasb
No

Results / PesyabTarsl

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). / Bpemsa  yaepxuBanus

OCHOBHOTO TIMKa Ha XpoMaTorpamme

MCMBLITYEMOrO  pacTBopa  AOJDKHO
COOTBETCTBOBATh BpeMeHU
yIEepKUBAHUsL OCHOBHOTO MUKa Ha
XpoMarorpamMmme pacTBopa
cTaHgapTHoro o6pasna KeTopoJaka
TpoMeTaMuHa (paznen

«KonnuecTBeHHOE onpeueneHue»).

Remarks : The Product conforms to ND/
[Tpumeuanne: [TpoIYKT COOTBETCTBYET TPEOOBAHHAM H

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
IMoarorosnero: Manish Sharma
,..--"""1._,__: A=y

_._._-_._._'_____,_,_._-"-

Checked by /
[Tposepero: Ramakant

L "

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

] )
Manoj Kumar ; W

Reprint Date /
Hara: 27.08.2022

Reprint Date /
JaTa: 27.08.2022

Reprint Date /
Jara: 27.08.2022

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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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

CEPTH®HUKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon™ IKenpece (KeToposiak

) TabNeTKM, Aucnepriupyemsie B noaocty pra, 10 mr

Batch No / : V2201662 Batch Quantity / :+ 36,00,000 tab /
Cepus Ne Oo0bem cepun 36,00,000 Tab
Analytical Report No / : 890001609884 Date of Analysis / 27.08.2022
AHaJINTHYECKHUI oTueT No JlaTa aHAIM3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npou3BOACTBA Toxen no

Analysis performed according ND / Ananus nposeaen no HJI:
|JIH-004929-011119 (amend Nel from 27.12.2021 / n3amenenue Nel or 27.12.2021)

Page3of 7/ Crp. 3 u3 7

OYTHIATHAPOKCHAHU3OJI

1;,:) Test / [loka3zaTesb Results / PesyabTaTthl Specification / Hopma

3 Identification Complies / CoOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IopMHHOCTDL 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). / BpeMena yIepXUBaHUA
NUKOB  2-OyTUNTHIPOKCMAHU30JIA U
3-0yTWITHIPOKCHAHN301a Ha
XpOMaTorpaMMe UCIIBITYEMOTO
pacTtBOpa IOIDKHEl COOTBETCTBOBATb
BpeMeHam yYAEpXKUBaHUS TIHKOB
2-OyTUITHAPOKCHAHU3012 U
3-6yTUNTHAPOKCHAHU301a Ha
XpoMarorpaMmme pacTBopa
CTaHOAPTHOTO obpasua
GYTHITHAPOKCHAHU30I1A (paspmen
«CoaepxaHue

Oy THJITUAPOKCHAHU30IaN).

4 Average weight / Cpennsia
Macca

70.2mg/ 70.2 Mr

67.2 mg to 72.8 mg (70.0 mg 4.0 %)./
Ot 67,2 Mr 1o 72,8 mr (70,0 mr = 4,0 %).

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoxykT cooteTcTByeT Tpebosanusm HJL

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

JlaTa: 27.08.2022

Hata: 27.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
TloarotoeneHo: Manish Sharma | ITpoepeno: Ramakant Onobpeno: Menemxep / PykoBonurens
e =2 W ; /i
= 7/F;—5_ B> %} Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /

JHara: 27.08.2022

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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Formulation Unit-6

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

CEPTHOHKAT AHAJII3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon' Dkeripecc (keTopoaak) TabaeTky, AMCNEPrHPYEMbIC B NONOCTH PTd, 10 mr

Batch No / 1 V2201662 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001609884 Date of Analysis / 27.08.2022
AHanuTH4EeCKHI 0TueT Ne JlaTa anaiausa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npou3BOACTBA T'ogen 10

Analysis performed according ND / Asanu3s nposeieH no HA:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmeHenne Nel ot 27.12.2021)

Paged of 7/ Crp. 4 u3 7
=

NN:) Test / [TokasaTens Results / PesyabTaThbi Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOpPOAHOCTbL MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Oomee * 10 %
2/20 TabneTok — He Gonee £ 20 %
5 Disintegration time / 19 sec / 19 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemocth
6 Dissolution / PacTBopenue Unit-1/ Tab6n-1 97 % Not less than 75% (Q) of
. C15H13NO3°C4H | 1NO3 (ketorolac
=) . 1]
Unit-2 / Ta61-2 Bk tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 96 % 75% (Q)  CisHi3NO3*CaH1iNOs
. . (keTopoliaka  TPOMETaMWH)  Uepes
Unit-4 / Tabn-4 96 % 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHOCTh 710 pm sieve is formed. / OGpa3syercs
OZIHOPOMHAS. CYCIEH3HUs, MNPOXOIANIAs
CKBO3b CHUTO C pa3MepoM OTBEpPCTHi
710 MKM.

Remarks : The Product conforms to ND/
INpumeuanne: [Iponykr coorserctByet Tpeboarusim HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
[MoaroTosneno: Manish Sharma

- -
= — -

=

Checked by /
[IposepeHo: Ramakant

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykosoanTeb
Manoj Kumar Yo Qecss C

Reprint Date /
Jlara: 27.08.2022

Reprint Date /
Hata: 27.08.2022

Reprint Date /
Tlara: 27.08.2022

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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CEPTH®UKAT AHAJIH3A

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

‘Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Dkenpece (keToponak) TadIeTKH, AHCHCPIHPYEMbIC B N0JIOCTH PTa. 10 mr

Batch No / 1 V2201662 Batch Quantity / : 36,00,000 tab/
Cepust Ne O6beM cepuu 36.00,000 Tab
Analytical Report No / : 890001609884 Date of Analysis / 27.08.2022
AHaauTu4ecknii oTuer Ne Jlata ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jata npoM3BOACTBA Toaen mo

'Analysis performed according ND / Anasnus nposenen no HJL:

JIN-004929-011119 (amend Nel from 27.12.2021 / u3smenenue Nel or 27.12.2021)

Page 50f7/Crp. Sus 7

8 Related impurities / PoacTBeHnble mpuMecH
ketorolac 1-hydroxy analog / 0.01% Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuananor
KeTopoInaka
ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaNOr KETOpoIaKa
Any unidentified impurity / 0.05% Not more than 0.5 % / He 6onee 0,5 %
eAMHUYHas
HengeHTHONUMpOBaHHas
MpUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumecer

9 Water / Boga 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OpraHuiecKne pacTBOpUTEIN
Isopropyl alcohol / 5 pg/tab / 5 MKr B TabneTke Not more than 350 pg/tab /
W3onponanon He 6onee 350 Mkr B TabneTke

Remarks : The Product conforms to ND/
[Mpumeuanue: [Ipoayxr cootBetctayeT Tpedosanusam HJL

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

Jara: 27.08.2022

Jlarta: 27.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Manish Sharma | [Iposepeto: Ramakant Ono6peno: Menemxep / Pykosgaureis

D o Manoj Kumar l_ \"Qg_“'/“/-/
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.08.2022

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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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

CEPTUDOUKAT AHAJIHN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TTpoaykr: Ketopon Dkcnpecc (KeToponax) TaGNeTKH, AHCTepripyemble B nonocTy pra, 10 mr

Batch No / : V2201662 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6bemM cepun 36,00,000 Tab
Analytical Report No / : 890001609884 Date of Analysis / 27.08.2022
AHanuTudeckuii oruer Ne JlaTa anaausa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jlara mpou3BOACTBA Tonen oo

Analysis performed according ND / Ananns nposenen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page 6 of 7/ C1p. 6 u3 7

[

11 | Microbial enumeration tests / MukpoOuosiorudeckasi Yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob11ee 4UCIO Menee 10 KOE/r He 6onee 1000 KOE/r
23pO6HBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g/
and moulds count / O61uee Menee 10 KOE/r He 6onee 100 KOE/r
YUCNO APONKIKEBBIX U
TLIECHEBBIX TPHOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCTBYET OtcyrctBUE B 1 T
12 Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OaHOPOAHOCTD 15.0 / [Ipuemounoe 3HaueHue (AV) He
103U POBAHUS 6onee 15,0.
13 | Assay/ KonuyecTBeHHOE 9.7mg/9.7 Mr From 90mg to 11.0mg  of
onpeaeneHue (97.4%) Ci1sH13NO3°C4H (NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr 10
11,0 mr Ci5sH13NO3*C4H;iNO3
(xeToponaka Tpomeramun) (ot 90,0 no
110,0 % OT 3asABJEHHOTO KOJIMYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0910 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanune 0.0910 mr B TabneTke He menee 0,042 mr B TabneTke
Gy THJIrHAPOKCHAHN301a

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuim H/L

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Moaroroeneno: Manish Sharma

==

e ——— e

Checked by /
ITposepeno: Ramakant

Approved by: Manager/Executive /
Ono6peno: Menemxep / PYI{OBC()EIHTE!}'II:
Manoj Kumar hh wk

Reprint Date /
Jlata: 27.08.2022

Reprint Date /
Jlara: 27.08.2022

Reprint Date /
Jara: 27.08.2022

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
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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
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CEPTHO®HUKAT AHAJIH3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropos" Drenpece (keToponak) TabaeTki, AMCHEPIUPYEMbIC B MOJOCTH PTd, 10 mr

Batch No / : V2201662 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0BeM cepin 36,00,000 Tab
Analytical Report No / : 890001609884 Date of Analysis / 27.08.2022
AHaJuTH4ecKuii oTuer No Mara ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Hdara npoH3BOJACTBA I'ogen go

Analysis performed according ND / Ananus nposenen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page 70of 7/ Crp. Tu3 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. / Tlo 10 Tabnetox B
onucrepe w3 (TTA/AJIMTID ¢
snaromnornorureneM/[13BIT)
donbru // (II3/AJ) donsru. Tlo
2 6nuctepa ¢ WHCTpyKUMeEH MO
MpUMEHEHHIO B nauKy
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. / I[To 10 Tabnetok B
oauctepe U3 (TTA/AJVTID €
paronornotutenem/IIDBII) ¢donbru //
(I12/AJT) onsru. TTo 1 unu 2 6nucTepa ¢
MHCTpYKLHEH 10 MPUMEHEHUIO B MaqKy
KapTOHHY!O.

16 | Labeling / MapkupoBka

According to ND / B cootsercTBun ¢ HJI

17 Storage conditions /
XpaHeHue

Below 25 °C. / IIpu Temnepatype He Bbie 25 °C.

18 | Shelf life / Cpok roanoctu

2 years /2 ropa

* 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 BbIMYCKe JIEKAPCTBEHHOT0 Mpenapara KOHTPOIb KAaYecTBa 110 IoKa3aTe o
«MHuKpo6uoIornyecKast YHCTOTA» MPOBOIAUTCS IS KAXKIOM 20-0ii cepun, HJIH JJISl OHOH CEPHH B rof,
B 32aBHCHMOCTH OT TOr0, YTO HACTYNHUT PaHbIIE.

Remarks : The Product conforms to ND/
Tpumeuanue: [IponykT COOTBETCTBYET TpeDOBaHHAM HIO

Conclusion : APPROVED /
3axnouenue: OJJOGPEHO

Prepared by /
IMonrorosneno: Manish Sharma

< _}:‘:_-—-:‘?.é A
v___.—-_-———-:-—__'_'_'_’

Checked by /
[Mpoeepero: Ramakant

L

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykoBoautens

Manoj Kumar Y il /
4

Reprint Date /
Hara: 27.08.2022

Reprint Date /
Hata: 27.08.2022

Reprint Date /
Jara: 27.08.2022
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