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 : +91 98166 56001-02
www.drreddys.com

~ CEPTU®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon™ Dkenpecc (keroponak) Tabaerku, AHCnepripyenmblie B NOJI0CTH prd, 10 mr

Batch No / : V2300368 Batch Quantity / : 36,00,000 tab /
Cepns Ne Ob6bem cepun 36.00,000 Tab
Analytical Report No / : 890001659107 Date of Analysis / 28.04.2023
AnajguTnyecknii oTyer Ne JlaTa ananuza

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
Jara npou3BoacTBA T'ogen no

Analysis performed according ND / Ananu3s nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Pagelof 7/Crp. 1 m37

Y ®-cniextpodoTOMETpHSA

No . .
N Test / [lokazaTens Results / Pe3ynbTaThl 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. / Kpyrnsie, miockue Kpyribie, miockde TabneTku ¢ packo,
TabneTku ¢ Gackoit, CBETNO- CBETJIO-KETOrO LBETa C IPaBUPOBKOM
MEJITOTO L{BETa C TPaBUPOBKOMH «» Ha 0[iHOl1 CTOPOHE.
«l» Ha ogHOMH CTOpOHE.
2 Identification / IToaIMHHOCTL
Ketorolac / Kemopoaax
a) ByUvV/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / YO-ceKkTpsl
MIOTJIOLIEHUsA UCIIBITYEMOTO PacTBOpa H
pactBopa  CTaHAapTHOro  obpasna
KETOpOJlaka TPOMETAMMHA  JOJIKHBI
HMMETh MAaKCUMYMBI [IPH OJHON M TOM ke
JUIUHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanram HJI

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
[MoarotosseHo: Ramakant

Q>

Checked by /
[MTposepeno: Pardeep Kumar

o[

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykosoznTens
Manoj Kumar /

Reprint Date /
Jlara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

Reprint Date /
Jara: 28.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29599, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Qg'.

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 AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disint:agrating Tablets 10 mg

TIpoaykr: Keropon" Dkcnpecc (keToponak) TabaeTky, AMCNEPrupyemble B MOJOCTH PTa, 10 mr
Batch No / : V2300368 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001659107 Date of Analysis / 28.04.2023
AuaanTndeckHii oruer Ne JMata ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JlaTa npon3BoacTBAa I'opnen no

Analysis performed according ND / Ananns nposegen no H/I:

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

Page2of 7/ Crp.2 m3 7

No

Test / Iloka3zaTenb
Neo

Results / PesyabTaThl

Specification / Hopma

b) By HPLC /B2XX

Complies / CoOOTBETCTBYET

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 ynepXuBaHHA
OCHOBHOTO IMHKa Ha XpoOMarorpamme
UCTIBLITYEMOTO ~ pacTBopa  HOJDKHO
COOTBETCTBOBATD BpeMeHU
yIepXKHBaHUA OCHOBHOTO IHKAa Ha
XpOMaTorpamme pacTBopa
CT2HAAPTHOTO KeTOopOiaKa
TpOMeTaMHHA (pasnen
«KonuuecTBeHHOE OTIPENCTICHUEY).

obpazua

Remarks: The Product conforms to ND/
IMpumeuanue: [TpoaykT cooteercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3axumouenue: OJIOFPEHO

Prepared by /
IMoarotorneno: Ramakant

Checked by /
[IporepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pymsom-z'eﬂb

Manoj Kumar );11‘-‘ mes

- /
Reprint Date /

Jara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

Reprint Date /
Jata: 28.04.2023

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.com

CIN: L85195AP1984PLC004507
www.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

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dxcnpecc (keTtoponak) TabneTku, AMCNEprupyemble B MOJIOCTH PTa, 10 mr

Batch No / : V2300368 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001659107 Date of Analysis / 28.04.2023
AHaJUTHYECKHN oTYeT Ne JlaTa anaan3a

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JaTta nponsBoacrsa T'onen g0

‘Analysis performed according ND / Ananmu3 nposeaen mo H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)

Page3 of 7/ Cip.3 u3 7

1;‘00 Test / [TokazaTens Results / Pe3ynbsTaTsi Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopnnHHOCTH butylhydroxyanisole peaks on the
Oy THITHAPOKCHAHU30 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 yaepXxuBaHUs
NHMKOB  2-OYTWITHIPOKCHAaHH30NA U
3-0yTrnruapoKcHanH3oNa Ha
XpoMarorpamme HCTIBITYEMOTO
pacTBopa HOJDKHBl COOTBETCTBOBATh
BpeMeHaM yIep)KUBaHUs] MHKOB
2-6yTHITHAPOKCHAHU30]1a U
3-0yTWIrHApOKCHaHHU30J1a Ha
XpoMmartorpaMmme pacTBopa
CTaHJApTHOTO obpazua
O6yTHIrHAPOKCHAHU30MA (pa3zen
«ConepxaHue

OYTHIITHAPOKCHAHU30JIan).

4 Average weight / Cpennsist
Macca

70.0 mg/ 70.0 Mr

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

Remarks: The Product conforms to ND/

IMpumeyanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmaouenne: OJIOBPEHO

Prepared by /
IMoarotobnnorio: Ramalant

b

Checked by /
Iponeperio: Pardeep Kumar

Approved by: Manager/Executive /
Qmobpeno: MeHemxep / P)-’L-:@Br.\,m-?.’m..

Manoj Kumar }@9’—’

Reprint Date /
Jlara: 28.04.2023

Reprint Date /
Jara: 28.04.2023

Reprint Date /
Jlara: 28.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.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 : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropon® Dkcnpecc (keToposak) TabneTky, AMCIeprupyemble B MONOCTH pra, 10 Mr

Batch No / : V2300368 Batch Quantity / : 36,00,000 tab /
Cepus Ne S O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001659107 Date of Analysis / 28.04.2023
AHaauTH4ecKkHii oTuer Ne JlaTa aHaH3a

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JaTa npoun3BoacTBa Tomen no

Analysis performed according ND / Ananuz nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Paged of 7/ Cip.4u37

1;.3 Test / [lokazaTenn Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 % |
OaHOpPOAHOCTL MACCHI 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He Gosee + 10 %
2/20 Tabnetok — He 6onee + 20 %
5 Disintegration time / 18 sec /18 cek Not more than 3 min/ He 6onee 3 Mun
Pacmapgaemoctsb
6 Dissolution / PacTeopenne Unit-1/ Tabn-1 104% Not less than 75% (Q) of
. Ci1sHi3NO3+C4H | NO; (ketorolac
Uity 60 tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNOs*C4H;;NOs
. . (keTopofiaka ~ TpOMETaMUH)  4epe3
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyeTcs
OIHOpPOJHas CYCHEH3HUs, Npoxoisuas
CKBO3b CHTO C pa3MepoOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/

[pumeuanue: IponykT cooTseTcTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3axumouenue: OJOSPEHO

Prepared by /
IMoxrorosneHo: Ramakant

Checked by /
[MposepeHo: Pardeep Kumar

Iﬁ
o

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosonnrens
Manoj Kumar 4 /

ok

[T

Reprint Date /

Jlara: 28.04.2023

Reprint Date /
Jara: 28.04.2023

Reprint Date /
Jara: 28.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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
www.drreddys.com

CEPTH®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon™ Dxkernpecce ( KeTOPO/IAK) TabNETKH, AUCTICPIHPYEMBIE B I0J0CTH pTa, 10 Mr

Batch No / : V2300368 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001659107 Date of Analysis / 28.04.2023
ARANuTHYECKHH oTueT No Hata ananuza

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JlaTa npon3BoACTBA Topen no

Analysis performed according ND / Ananus nposenen no HJI:

JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel or 27.12.2021)

Page 50f 7/ Crp. Su3z 7

8 Related impurities / PoacTBennble mpumecu

ketorolac 1-hydroxy analog /
1-ruapoxcuaHanor

Below LOD (LOD =0.0010 %) /
Husxe npenena obuapysxenus (10

Not more than 0.5 % / He 6o1nee 0,5 %

KeTopoJaKa =0.0010 %)

| ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaJIor KeTopoiakKa 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHas 0.04%
HenIeHTUHULIIpOBaHHAS
npUMech
Total impurities / 0.1% Not more than 1.0 % / He 6oxee 1,0 %
Cymma mpumecei

9 Water / Boga 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbl€ OpraHu4ecKHe pacTBOPHTEIH

Isopropyl alcohol /
H3onponanon

5 pg/tab / 5 Mkr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B Tabnetke

Remarks: The Product conforms to ND/
TTpumeuanue: MpoxykT cooteTcTBYeT Tpebosannam HJT

Conclusion: APPROVED /
3axmodenne: OJIOBPEHO

Prepared by /
[Moarortoeneno: Ramakant

Qe

-

Checked by /
ITpoeepeHo: Pardeep Kumar

<

Approved by: Manager/Executive /
Opnobpeno: Menemkep / Pykosoautens

Manoj Kumar m

Reprint Date /
Jara: 28.04.2023

Reprint Date /
Jlarta: 28.04.2023

Reprint Date /
Hara: 28.04.2023

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.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

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

CEPTUDPUKAT AHAJIM3A

Mpoayxr: Ketopoi

|Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dxenpecc (keToposak) TabaeTky, ACIeprupyemMble B Noaocty pra, 10 mr

a

Batch No / : V2300368 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6Bem cepun 36,00,000 Tab
Analytical Report No / : 890001659107 Date of Analysis / : 28.04.2023
AHaJHTHYECKHIT oTueT No Jara ananu3za

Date of Manufacture / 1 Apr.2023 Date of Expiry / : Mar.2025
JlaTa npou3BoAcTBa I'ogen no

Analysis performed according ND / Ananu3 nposegen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 m3 7

11 Microbial enumeration tests / MukpoGmonorudyeckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmee uucno He 6oaee 1000 KOE/r
a3pOOHBIX MHUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YKCJIO APOMOKEBBIX U
L1eCHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBMEe B 1 T
12 Uniformity of dosage units / 3.5 Acceptance value (AV) not more than
OaHopoaHOCTB 15.0 / IlpuiemoyHoe 3HaueHue (AV) He
N03UpOBaHUs 6oiee 15,0.
13 | Assay/KonnuecTBeHHOE 9.9 mg/9.9 mr From 90mg to 11.0 mg of
onpejeieHHe (98.7 %) C15sH13NO3°CsH1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr o
11,0 Mr Ci5H13NO3+C4H1NO;
(keToponaka TpoMetamuH) (ot 90,0 mo
110,0 % oT 3asBJIIEHHOTO KOJIMYeCTBa) B
TabyeTke
14 | Butylhydroxyanisole 0.0989mg/tab / Not less than 0.042 mg/tab /
content / Cogepskanue 0.0989Mmr B TabneTKE He menee 0,042 mr B TabneTke
6y THIrHAPOKCUAHH30/1A

Remarks: The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBercTBYeT Tpedosanusm HJI

Conclusion: APPROVED /
Zaxawuenne: OJJOGPEHO

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

IMoaroroeneno: Ramakant [MpoecpeHo: Pardecp Kumar Onobpeno: Meiiemiep / Pys{gzomw?b
@V’\@ ol Pt Yoot

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.04.2023 Hara: 28.04.2023 Jara: 28.04.2023

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.com

CIN: L85195AP1984PLC004507
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, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUO®HUKAT AHAJIU3A
Product: Ketorol Ex}ress (ketorolac) Orally Disinte_grating Tablets 1 O_mg —
Ipogykr: Ketopon" Dkcnpece (keToponak) TabaeTky, AUcneprupyemplie B nonocty pra, 10 mr
Batch No / : V2300368 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001659107 Date of Analysis / 28.04.2023
AHanMTHYecKHi oTyeT No JlaTa aHaau3a
Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
Jara mponsBoacTBa T'open go
Analysis performed according ND / Ananu3s nposeaen no HJL:

JITI-004929-011119 (amend Nel from 27.12.2021 / u3amenenne Nel or 27.12.2021) |

Page7of 7/ Cip. 7u3z 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 Tabaerok B
information leaflet in a carton | 6aucTepe u3 (TTA/AJV/ITD c
pack. / Ilo 10 Tabnerox B | Biaaronornoturenem/IIOBII) gonern //
6nuctepe uz (ITA/AJVIID ¢ | (II3/AJI) donsra. [lo 1 unu 2 6auctepa ¢
pnaronornoturenem/I13BIT) HHCTpYKLIMEH Mo MPUMEHEHHIO B TaykKy
doneru // (II3/AJ]) ¢oneru. Ilo | kapTOHHYIO.

2 6nuctepa ¢ MHCTPYKLMEH no
OPUMEHEHHIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBeTcTBuM ¢ HJ|
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbite 25 °C.
XpaHeHHe
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.

* JIpu BBIycKe JIEKAPCTBEHHOro Mpenapara KOHTPOJIb KAa4eCTBA M0 MOKA3aTe0
«MuKpoOHOJIOrHYecKast YHCTOTA) NPOBOTATCS IS Kaxoi 20-0H cepHH, HIIH ISl OJHOM CePHH B roj,

B 3aBHCHMOCTH OT TOTO,

YTO HACTYNHUT paHbIlie.

Remarks: The Product conforms to ND/
IMpumeuanue: Iponykr coorsercTByeT TpeboBanuam HJT

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoaroroeneno: Ramakant

Bkt

Checked by /
[Ipoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / pyl\‘OB(i_y1T€ﬂb

Manoj Kumar }\?h_z f

Reprint Date /
Hara: 28.04.2023

Reprint Date /
Jlara: 28.04.2023

Reprint Date /
Jlara: 28.04.2023

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.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




