Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Ketopon® Dxenpece (keroponak) TabneTky, AUcneprupyemMble B MONOCTH pra, 10 Mr

Batch No / : V2202601 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001635592 Date of Analysis / 27.12.2022
AHaJTHTHYECKHH oTYeT Ne Jara anannza

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jarta npouzBoacTea T'onen mo

Analysis performed according ND / Ananus nposexen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page1of 7/Crp. 1 u3 7

No . .

No Test / [lokazaTesb Results / PesyabTaTsl 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. / Kpyraste, miockue Kpyrnsle, nnockue Tadnetkn ¢ dpackoi,
TabneTkH ¢ hackoii, cBeTio- CBETJIO-KENTOrO LIBETA C I'PaBUPOBKOI
JKEJITOTO LBETa C IPaBUPOBKOH «» na omHoi1 cTopoHe.
«l» Ha omHOI1 cTOpOHE.

2 Identification / [ToanunnocTs

Ketorolac / Kemopoaak

ay Byuv/
Y O-cnexTpodoTomMeTpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnektpsl
TIOIJIOLICHUSA MCIBITYEMOTO PacTBopa U
pacTBopa  CTaHAapTHOro  obpasua
KETOpOJiaka TPOMETaMHHA  JOJIKHBI
HMEeTh MaKCUMYMbl IPH OJHON U TOM ke
JUTHHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to NI/
ITpumeuanue: IlpogykT cootBeTcTBYeT Tpeboranusm HJJ

Conclusion: APPROVED /
3axkarogenune: OJJOBPEHO

Jara: 27.12.2022

Jlata: 27.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorosneHo: Pra_}vesh Rana [Tpoeepeno: Ramakar Onobpeno: Menemxep / PykoBoguTenb
L ( o Amit Kumar f\ >\
. R\ Z _Ql-l | / /_ . //'
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.12.2022

Repistered Office: €-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 Q‘!'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formuiation 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 (ket

orolac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Ketopon® Dxenpecc (keToposiak) TabieTKH, JUCHIEPIUPYeEMBble B NTOJIOCTH pTa, 10 Mr

Batch No / : V2202601 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001635592 Date of Analysis / 27.12.2022
AHaTHTHYECKHN oTUeT Ne JlaTa aHanH3a

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jara npou3poacTea T'open no

Analysis performed according ND / Ananus npogenes mo HJI:

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

Page2 of 7/ Crp. 2 u3 7

No

Test / IlokasaTennb
Ne

Results / Pe3yabTaThl

Specification / Hopma

b) By HPLC / BOXKX

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 IIHKa Ha XpomaTorpamme
HCOBITYEMOTO  pacTBOpa  JAOJKHO
COOTBETCTBOBATh BpeMeHH
YAEPXUBaHUsI OCHOBHOTO NHWKA Ha
XpoMarorpaMme pacTBopa
CTaHAapPTHOTO KeTOpoJiaka
TpoMeTaMHHa (pazzen
«KonudecTBeHHOE onpeneneHue).

obpazua

Remarks: The Product conforms to ND/

IIpumeuanue: IIpoaykT coorreTcTByeT Tpeboranusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IloaroroBneHo: PraveiRana

A

-

Checked by /
Tlposepeno: Ramakant

oo

Approved by: Manager/Executive /
Opnobpeno: Menenzkep / PykoBoaurens
Amit Kumar “Ne—

-

/—’

Reprint Date /
Jara: 27.12.2022

Reprint Date /
Hara: 27.12.2022

Reprint Date / ;
Hara: 27.12.2022

Registerad Office; 8-2-327. Read No. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formuiation Unit-6

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

CEPTUOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpomyxT: Keropon" 3xenpecc (keToponak) TabieTky, AHCHEPripyeMbie B MOJOCTH pra, 10 mr

Batch No / 1 V2202601 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0Bem cepuu 36,00,000 Ttab
Analytical Report No / : 890001635592 Date of Analysis / : 27.12.2022
AHATHTHYECKMIT oTuer No JlaTa ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
Jara npouzBoacTea T'ogen no

Analysis performed according ND / Ananus nposegen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page3 of 7/ Crp. 3 u3 7

iﬂo Test / [lokazaTenb Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuunoCTL butylhydroxyanisole peaks on the
Oy THIATHAPOKCHAHHU3O0T 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 yaepxuBanus
NUKOB  2-OYTUNTUAPOKCHAHM3ONA U
3-0yTUNrMIPOKCHAHU30/a Ha
XpomarorpaMmme UCTIBITYEMOTO
pacTBOpa JOJKHBl COOTBETCTBOBATh
BpeMeHaM yIepAKHUBaAHUS MTHKOB
2-6yTHATHIPOKCHAHU30/Ia U
3-0yTUNTrHAPOKCHAHU30J1a Ha
XpoMarorpaMmme pacTBopa
CTaHAAPTHOTO obpasua
OYTHIATUAPOKCHAHH30 A (pazmen
«ConepxaHne
OYTUNTHAPOKCHAHU3ONAY).
4 Average weight / Cpenusin 69.8 mg/ 69.8 Mr 67.2 mgto 72.8 mg (70.0 mg = 4.0 %)./
Macca Ot 67,2 Mr oo 72,8 mr (70,0 Mr+4,0 %).

Remarks: The Product conforms to ND/
Ilpumeuanue: IpoaykT cooTsercTByeT TpeGosanuam HJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Pravesh Rana

Checked by /
[Tposepeno: Ramakant

@w@@k

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens
Amit Kumar [\ __.\"

-;://

Reprint Date /
Hara: 27.12.2022

Reprint Date /
Hata: 27.12.2022

Reprint Date /
Hara: 27.12.2022

Registered Office: 8-2-337, Road Ne. 2, 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 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 : 491 98166 56001-02
www.drreddys.com

CEPTHOPUNKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkcnpece (keToposak) TabiaeTku, AMcneprupyeMble B MoJI0CTH pra, 10 mMr

Batch No / : V2202601 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bemM cepun 36,00,000 Tab
Analytical Report No / : 890001635592 Date of Analysis / 27.12.2022
AxanuTH4ecKHi orueT Ne Jlara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTa npou3BoACTBA T'ogen mo

Analysis performed according ND / Ananms nposeaen mo HJI;
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)

Paged4of 7/Crp. 4u3 7

‘1;.00 Test / IlokazaTennb Results / Pe3yabTaTthbl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than = 10 %
OaHOpPOAHOCTL MacChl 2/20 tablets - not more than + 20 % /

18/20 rtabinerox — He 6onee = 10 %
2/20 tabneTok — He 6onee = 20 %
5 Disintegration time / 17 sec /17 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemoctn
6 Dissolution / PacTBopenue Unit-1/ Ta6bn-1 100 % Not less than 75% (Q) of
. Ci5sH;3NO3*C4H; NO; (ketorolac
A o
IERiz20Ata0IEZ 1005 tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3*C4H 1 NOs
) . (keToponaka  TpOMETaMHH)  depe3
Unit-4 / Tabn-4 104% G
Unit-5 / Tabn-5 103%
Unit-6 / Tadn-6 102%
7 Fineness of Dispersion/ Complies / CooTtBeTCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 pm sieve is formed. / O6pasyercs
OIHOPOAHAs CYCMEH3Us, MPOXOAAILAs
CKBO3b CHTO C pa3MepoM OTBEPCTHUMH
710 MKM.

Remarks: The Product conforms to ND/

IIpumeyanue: [IponykT cooTBercTBYET TpeboBanusM HJT

Conclusion: APPROVED /
3akaouenne: ONOBPEHO

Prepared by /
IMToarorosneno: Pravesh Rana

+

Checked by /
IIpoeepeno: Ramakant

B

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykopoauTens

Amit Kumar ; N e
,j\—\‘""‘..,/

Reprint Date /
Hara: 27.12.2022

Reprint Date /
Jlarta: 27.12.2022

Reprint Date /
Hara: 27.12.2022

Registered Office: R-2-337, Road No

2

3, Banjara Hills, Hyderabad - 500034, Telzngana, India

Tel: +81 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.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHONKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ Opoaykt: Ketopon™ Dkcnpece (keToponak) TabneTku, JUcHeprupyemsle B IonocTy pTa, 10 Mr

Batch No / 1 V2202601 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001635592 Date of Analysis / 27.12.2022
A”anuTHdecKui otyet Ne Jara ananu3za

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jdarta npou3BoacTBa T'ogen go

Analysis performed according ND / Ananu3 nposegen mo H/:
JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Page S5 of 7/ Crp. Su3 7

8 Related impurities / PoacTBeHHbIe npumecH

ketorolac 1-hydroxy analog /
1-ruapokcuaHaor
KeTopoJiaka

Below limit of detection
(LOD:0.0010%)

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

ketorolac 1-keto analog/
1-keToaHanor KeToponaKka

0.03 %

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

Any unidentified impurity /
€IHHY Has
HeUAeHTH(HHLUMPOBaHHas
NIPHMECDH

0.05%

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

Total impurities /
Cymma nprimeceit

0.1%

Not more than 1.0 % / He 6onee 1.0 %

9 Water / Boga

21 %

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

10

Residual solvents by GC/ OcTaTouHble opraHniecKkHie pacTBOPUTEH

Isopropyl alcohol /
Hzonponaxon

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/

Conclusion: APPROVED /

[Tpumeuanue: IIpoaykr coorsercTByeT TpeGoBaHuam HJJ

3akaouenne: OJOBPEHO

Hara: 27.12.2022

Hara: 27.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana Hposepem@amakam Onobpeno: Menemkep / Pykosoaurens

L/%\ ‘{(Qﬂ/{_f; Amit Kumar j\m %---“
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

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

CEPTHO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipomyxr: Ketopon™ Dkenpece (ketoposak) TabieTkH, AHCHEPrHpYEMBIE B IONOCTH pra, 10 mr

Batch No / : V2202601 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001635592 Date of Analysis / 27.12.2022
AnanurHdeckuil oryer Ne Jara anajania

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTa npou3BoacTea TI'onen no

Analysis performed according ND / Ananns nposeagen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 uz 7

11 Microbial enumeration tests / Mukpo6uoJiornyeckast 4HeToTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uiee uncno He 6onee 1000 KOE/r
a3pO6HBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uee He 6onee 100 KOE/r
YHCNO IPONOKEBBIX U
IUIECHEBBLIX rPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OTtcyrctBUe B 1 T
12 Uniformity of dosage units / Bl Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
JAO3UPOBAHUSA 6oiee 15,0.
13 Assay / KonnyecTBeHHOE 10.0 mg / 10.0 mr From 90mg to 11.0 mg of
onpeaesieHHe (100.2%) Ci1sH13NO3C4H | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr mo
11,0 Mmr C15H13NO3'C4H[1NO3
(xetoposiaka Tpometamul) (ot 90,0 mo
110,0 % oT 3ajABIEHHOT0 KOJIMYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0997 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanne 0.0997 mr B Tabnerke He menee 0,042 mr B TabneTke
OyTUArUAPOKCHAHM30.712

Remarks: The Product conforms to ND/

IIpumeuanne: IIpoaykT cootBeTcTBYET Tpeboranuam HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoarotrosneno: Pravesh Rana

*

Checked by /
IIposepeHo: Ramakant

G

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

Amit Kumar [\ "\ __—

Reprint Date /
Hara: 27.12.2022

Reprint Date /
Hara: 27.12.2022

Reprint Date /
Hara: 27.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com



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

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

Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Bxcnpecc (xeToponak) TabieTkH, AUcNIeprupyeMble B MOJ0CTH pTa, 10 mr

Batch No / : V2202601 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O06bemM cepun 36,00,000 Tab
Analytical Report No / ¢ 890001635592 Date of Analysis / 27.12.2022
AHanuruyeckuii oTyeT No JaTta aHanuza

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTta npouzBoacTBa I'omen no

Analysis performed according ND / Ananu3s nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzsmenenne Nel or 27.12.2021)

Page7 of 7/Ctp. Tuz 7
10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or

15 | Package/ ¥Ynakoska 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 Ta6netoxk B
omuactepe n3  (ITA/AJI/IID ¢
Biaromnornorurenem/I1OBIT)
doasru // (I12/AJ1) donvru. To
2 bnuctepa ¢ WHCTPYKIMEH TIO
MpUMEHEHHIO B navyKy
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 tabneTok B
6aucrepe u3 (TTA/AJI/ITD c
Bnaronornotutenem/[I19BIT) donbru //
(IIS/AJT) poneru. Io 1 unm 2 6nrcrepa ¢
HMHCTPYKLMEH [0 APUMEHEHUIO B Mauky
KapTOHHYIO.

16 | Labeling / Mapkuposka

According to ND / B cooTsetcTBru ¢ H]T

17 | Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temnepatype He Bbiue 25 °C,

18 Shelf life / Cpok roanoctu

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.

* IIpu BbIMyCKe JIeKAaPCTBEHHOI0 Npenapara KOHTPOJIb KA4eCTBA N0 MOKA3aTe 10
«MHKpOOHOI0rHYeCKas YHCTOTA» NPOBOXUTCS AJs Kaxoii 20-oii CEepPHH, HJIH JJIS OTHOH CepHH B rof,
B 3ABHCHMOCTH OT TOIr0, 4YTO HACTYIIHT pPaHbIIe.

Remarks: The Product conforms to ND/

ITpumeuanue: [IponykT cooTBeTcTBYET Tpebosanusam HJL

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

A

Checked by /
IIposepeno: Ramakant

Approved by: Manager/Executive /
OnobpeHo: Menekep / Pykosoaurens
Amit Kumar \ %

@WM/ (AN S

Reprint Date /
JHara: 27.12.2022

Reprint Date /
Hara: 27.12.2022

Reprint Date /
Hara: 27.12.2022

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




