Dr.Reddy’s ‘%

CERTIFICATE OFF ANALYSIS

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

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

CEPTHDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon" Drenpece (keToposiak) TadaeTkH, IMCeprupyemble B nonocTu pra, 10 mr

Batch No / : V2202093 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne O6nem cepuu 36,00,000 Tad
Analytical Report No / : 890001621464 Date of Analysis / 31.10.2022
|AHATMTHYECKHIT oTyeT Ne Jara ananusa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JaTa npou3BoacTBa Tozen qo

Analysis performed according ND / Anaau3s nposenen mo HJIL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page 1 of 7/ Crp. 1 m3 7

0 . .
1}0 Test / INoxaszare/n Results / PeayabTaThl 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. / Kpyrnble, niockue Kpyrnbie, nnockie TabneTkn ¢ Gpackofi,
TabneTky ¢ gackofi, cBeTIO- CBETJIO-KEATOrO LIBETa C [PaBHPOBKOM
’KENTOro 11BeTa ¢ rPpaBUPOBKOIL «|» Ha OQHOU CTOPOHE.
«l» Ha o(HOH cTOpOHE.
2 Identification / IToannnuroCTH

Ketorolac / Kemoponak

ay Byuv/
YO-cnektpodoTomMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
NOrNIOILEHHs HCTBITYEMOTO PacTBOpa U
pacTBopa  cTaHmapTHOro  obpasua
KeTopoJlaka TpOMETaMHHa  JOJIKHBI
UMETb MaKCHMYMBI NPH OQHOH 1 TOH Xe
JUTHHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ipumeuanue: [IponykT coorBercTByeT TpedoBanusam HJI

Conclusion: APPROVED /
Zaxnwuenne: OJJOBPEHO

Jara: 31.10.2022

Jara: 31.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
lloarorosneno: Pardeep Kumar | llposepero: Himesh Kumar OnpobpeHo: Menekep / Pykosoaurenb
GE/ (:‘_l,] —. | Manoj Kumar *1"’3_‘;)‘ i i l(’
- . ~ f e
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.10.2022

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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a

1Ipoaykt: Keropon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkenpece (KeTOpoak) TadbieTku, AMCHeprUpyemMbIE B nonoctu pra, 10 mr

Batch No / 1 V2202093 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6Bnem cepuu 36,00,000 Tab
Analytical Report No / : 890001621464 Date of Analysis / 31.10.2022
AuaauTuyeckuil oryeT No JlaTa ananuza

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jara npou3BoAcTBa Tomen o

Analysis performed according ND / Auanu3s nposenen no H/:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page2 of 7/ Crp.2m3 7

No

N Test / [loka3zaTesib

Results / PesyabTaTsl

Specification / Hopma

b) By HPLC / BDXX

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  yaepxuBaHHa
OCHOBHOIO MNMKAa Ha Xpomarorpamme

HCTLITYEMOTO  pacTBopa  JOJIPKHO
COOTBETCTBOBATh BpPEMEHH
YAEpPXKUBaHHS OCHOBHOrO IMKa Ha
Xpomarorpamme pacTBopa
CTaHAapTHOTO ofpa3la KeTopoJiaka
TpoMeTaMHHa (paznen

«KonuuecTBeHHOE OMpeneieHHEY).

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykt coorBeTcTBYET Tpebosanuam HJ{

Conclusion: APPROVED /
3axmouenne: QJJOBPEHO

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

Ionrotosneno: Pardeep Kumar | Ilposepeno: Himesh Kumar Opobpeno: Menemxep / Pykosoauresnb
i : s — Manoj Kumar \Ql?’ﬁ}ji’z(

Reprint Date / Reprint Date / Reprint Date /

Hara: 31.10.2022 Jara: 31.10.2022 Hara: 31.10.2022

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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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 (ketor

olac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon" Drcnpecc (keToponak) TabneTky, AMCeprupyembie B nonoctu pra, 10 mr

Batch No / : V2202093 Batch Quantity / : 36,00,000 tab /
|Cepusi Ne Ob0nLem cepuu 36,00,000 Tad
Analytical Report No / : 890001621464 Date of Analysis/ 31.10.2022
ApajguTHuecknit otuer Ne Jara agaiansza -

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Hdara nponssoacTsa Fopen no

Analysis performed according ND / Ananu3 npogsenen no HJL:

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

Page3of 7/ Crp.3m37

Oy THJTHAPOKCHAHHN30J1

1}‘? Test / [loka3aTensb Results / PesyabTaThbl Specification / Hopma

3 Identification Complies / CoOTBETCTBYET The retention times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH 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). / BpemeHa yaepXuBaHus
MHKOBR  2-OyTWITMAPOKCHAHW30/la U
3-0yTHATHAPOKCUAHHU30]1a Ha
XpoMmarorpamme UCTILITYEMOTO
pacTBopa JOJDKHbl COOTBETCTBOBAThb
BpEMEHaM yAepKUBAHUA MHUKOB
2-0yTUITHAPOKCHAHU30/1a "
3-0yTUITHAPOKCHAHKU301a Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO obpasua
GyTUATHAPOKCHAHU30JIa (paznen
«CopaepxaHue

OYTHATHAPOKCUAHH30JIay).

4 Average weight / Cpeansist
Macca

69.5mg/ 69.5 mMr

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/

IMpumeuanue: [Iponykr coorBercTBYeT TpeGosaHuam HJI

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

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

[Tonroroeneno: Pardeep Kumar | Tposepeno: Himesh Kumar Ono6peHo: Menemxkep / Pykosoaurens
z . — Manoj Kumar hn o,

Reprint Date / Reprint Date / Reprint Date /

Hara: 31.10.2022 Hara: 31.10.2022 Hara: 31.10.2022

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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CEPTUPUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon" Dkcrnpece (KeTOposak) TabneTKu, Aucneprupyemble B nosocTH pra, 10 mr

Batch No / : V2202093 Batch Quantity / : 36,00,000tab/
Cepus Ne O6bem cepun 36,00,000 Ttab
Analytical Report No / : 890001621464 Date of Analysis / 31.10.2022
AHaJIHTHYECKHIT oTueT No JlaTa anananza

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024

JaTta npou3BoacTea T'onen no

Analysis performed according ND / Ananu3z nposeaen mo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Pagedof 7/ Cip.4u3 7

1;00 Test / [lokazaTennb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OaHopoaAHOCTb MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabneroxk — He 6Gonee = 10 %
2/20 tabnerok — He bonee = 20 %
5 Disintegration time / 27 sec /27 cex Not more than 3 min / He 6onee 3 Mun
Pacnapaemoctsb
6 Dissolution / PacTBopeHue Unit-1/ Taba-1 100 % Not less than 75% (Q) of
. CsH;3sNO3+CsH;1NO; (ketorolac
1]
Qi gl Zoa tromethamine) in 15 min / He MeHee
Unit-3 / Ta6:1-3 106% 75 % Q) C1sH13NO3+C4H  (NOs
i i (keToponaka  TPOMETaMHWH)  4epes
Unit-4 / Tabn-4 105 % 15 MuH
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 102%

7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a

JucnepcHocTh 710 pm sieve is formed. / O6pa3syercs
OJHOPOAHAA CYCHeH3Us, Mpoxoaiuias
CKBO3b CUTO C pa3MepoOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/
ITpumeuanne: Ilponykt cootseTcTBYeT Tpebosanusm HJI

Conclusion: APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
[Toaroroeneno: Pardeep Kumar

=l

Checked by /
[Mposepeno: Himesh Kumar

X

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / Pykosomirens
———= | Manoj Kumar

N

Reprint Date /
Hara: 31.10.2022

Reprint Date /
Jara: 31.10.2022

Reprint Date /
JHara: 31.10.2022

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

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

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

CEPTUOUKAT AHAJIU3A

'Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Ketopon" Dxenpecc (keToponak) TabieTky, AMCNEPrUpyeMbie B nonoctr pra, 10 mr

Batch No / : V2202093 Batch Quantity / : 36,00,000 tab /
Cepns Ne O6bem cepum 36,00,000 Tabd
Analytical Report No / : 890001621464 Date of Analysis / 31.10.2022
AnanuTuuecknii oruet Ne JlaTa anaausza

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jlara npou3BoacTBa T'oaen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page5of 7/Crp. S5uz 7

8 Related impurities / PoacTBenHble npumecu

ketorolac 1-hydroxy analog /
1-ruppokcuasanor
KeToposaka

Not Detected

ketorolac 1-keto analog/
1-keToaHaor KeTopoJlaka

0.04 %

Any unidentified impurity /
eAUHNY Has
HeUAeHTH)ULIUPOBaHHAs
MPUMEChH

0.05%

Not more than 0.5 % / He Gonee 0,5 %

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

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

Total impurities /
Cymma npumeceit

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Bona

1.9 %

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

10 | Residual solvents by GC/ OcTaTouHble OpraHuiecKHe pacTBOPUTEH

Isopropyl alcohol /
HzonponaHon

4 pg/tab / 4 MKr B TabneTke

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

Remarks: The Product conforms to ND/
IMpumeuanue: [Iponykr coorsercrayer TpeboBanram HJI

Conclusion: APPROVED /
3akarouenue: OJJOBPEHO

Prepared by /
IMoarororneno: Pardeep Kumar

S

Checked by /
Iposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menenxep / Pykosoaurens
Manoj Kumar

P
R § L

Reprint Date /
Hara: 31.10.2022

Reprint Date /
Jara: 31.10.2022

Reprint Date /
Jara: 31.10.2022

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



Dr.Reddy’s “':"

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nafagarh Road, Baddij,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOPUKAT AHAJIM3A

'Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Ipoaykr: Ketopon" Dkenpecc (keToposak) TabneTkH, AUCneprupyemble B ionocTH pra, 10 mr

Batch No / : V2202093 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bemM cepuu 36,00,000 Tab
Analytical Report No / : 890001621464 Date of Analysis / : 31.10.2022
AnanurnyecKni oTyer No Jlara anaauza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
JdaTa npousBoacrea T'open no

Analysis performed according ND / Anann3s nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 6 of 7/ Cr1p. 6 u3 7

| 11 | Microbial enumeration tests / MukpoGnosiornueckas yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6OHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / O6ee Menee 10 KOE/r He 6onee 100 KOE/T
YUCNO APONKIKEBBIX U
MAECHEBBIX TpubOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTcTBYET OtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / [lpuemouHoe 3HayeHue (AV) He
AO3HPOBAHUSA 6onee 15,0.
13 Assay / KosinuecTBeHHOe 10.0 mg/ 10.0 mr From 90mg to 11.0 mg of
onpeneneHue (100.3%) Ci5sH13NO3*C4H [ INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr o
11,0 MI C15H13NO3'C4H1 1NO3
(keroponaka TpomeramuH) (ot 90,0 mo
110,0 % oOT 3asABNEHHOTO KOJUYECTBA) B
Tabnetke
14 | Butylhydroxyanisole 0.0935 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0935 mr B Tabnetke He menee 0,042 mr B TabneTke
OYyTHIrHAPOKCHAHH30J1a

Remarks: The Product conforms to ND/
ITpumeyanue: IIpoaykT cooTsercTByer Tpebosanuam HJI

Conclusion: APPROVED /
3akiarouenne: OJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Pardeep Kumar | Tlpoeepero: Himesh Kumar

g | =

[

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurenn

Manoj Kumar ‘w

Reprint Date / Reprint Date /
Jara: 31.10.2022 Jara: 31.10.2022

Reprint Date /
Hara: 31.10.2022

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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Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIHU3A

'Product: Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkcnpece (keToponak) TabneTky, AMCIEPrUpyeMbIe B [10J10CTH pTa, 10 mr

Batch No / 1 V2202093 Batch Quantity / : 36,00,000 tab /
Cepusa Ne Oo6bemM cepun 36,00,000 Tab
Analytical Report No / : 890001621464 Date of Analysis / : 31.10.2022
AHajquTHYEeCKHH oTyeT Ne JlaTa aHaju3a

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
Jarta npoussoacTBa Tonen no

Analysis performed according ND / Ananan3 nposeaen mo H/I:
JITT-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Page 70f 7/ Ctp. Tuz 7
15 | Package/ Ynakoska 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 TabneTtok B
information leaflet in a carton | 6nucTepe u3 (ITA/AJI/TID c
pack. / Tlo 10 Ttabnmerox B | Bnaronormorurenem/[1DBIT) donbru //
onucrepe w3 (ITA/AJI/IID ¢ | (IID/AJ1) donsru. Io 1 unu 2 6aucTepa ¢
Bnaronornorurenem/[13BIT) UHCTPYKLHMEH MO NPUMEHEHUIO B Na4yKy
donbru // (I13/AJ]) donwru. [To | kapToHHYIO.
2 baudcrepa ¢ MHCTpYKUHEHN 110

MPUMEHEHUIO B fayKy
KapTOHHYO.

16 | Labeling / MapkupoBka According to ND / B cootserctBuu ¢ HJ{

17 | Storage conditions / Below 25 °C. / [Ipu Temnepatype He Bbilte 25 °C.

XpaHeHue

18 | Shelf life / Cpok roanoctu 2 years / 2 roaa

* 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 BbINYyCKe JIEKAPCTBEHHOIO MpenapaTa KOHTPOJIb Ka4ecTBa Mo MOKA3ATeJII0
«MHKpOOUOIOrHYeCKAs YHCTOTA» NPOBOAUTCH s Kaxknoi 20-o0if cepHH, WM JJisl OHOH cepuH B rof,
B 3aBHCHMOCTH OT TOTI'0, YTO HACTYNHUT paHblIle.

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

ITpumeuanue: [Iponykt cootBeTcTBYET TpeboBanuam HJI 3akaouenne: OJJOBPEHO

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

[Moarotoeneno: Pardeep Kumar | INpoeepeno: Himesh Kumar Ono6peno: Menemkep / PykoBoxutens
s - ;J__’,‘:“ Manoj Kumar )}QQM

Reprint Date / Reprint Date / Reprint Date /

Hara: 31.10.2022 Jara: 31.10.2022 Iata: 31.10.2022

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



