Dr.Reddy’s €5

CERTIFICATE OFF 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 Disintegrating Tablets 10 mg
Ipoayxr: Ketoposn” Dkenpecce (keroponak) TabneTKH, AUCIEPrupyemble B NoSocTH pra, 10 mr

ABanuTHuecKuii oTuer Ne

Batch No / : V2202096 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O06bem cepun 36,00,000 tad
Analytical Report No / : 890001622335 Date of Analysis/ 21.10.2022

Jara anaau3za

Date of Manufacture /
Jarta npou3BoacTBa

: OCT.2022

Date of Expiry /
Fonen no

SEP.2024

Analysis performed according ND / Ananus nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel or 27.12.2021)

Page 1 of 7/ Crp. 1 u3 7

No z i

No Test / ITokazaTenb Results / PesyabTaThl 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. / Kpvrisle, nminockue Kpyrnble, mnockue TabneTku ¢ dackoii,
Tabnetku ¢ hackoil, cBETIO- CBETJIO-XKENTOro BETA C TPaBUPOBKOIl
JKEJITOro UBETA C TPABUPOBKOI «l» Ha oHOIt cTOpOHE.
«I» Ha oaHOI cTOpoHeE.,

2 Identification / [ToanunaoCTHL

Ketorolac / Kemoponax

a) ByUv/

Y®-cnekTpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
NIOTJIOLUEHMST UCMLITYEMOrO PacTBOpa M
pacTBopa  cTaHmapTHOro  odpasua
KeTopo/iaka TpOMETaMHHAa  AOJIXKHBI
HUMETb MaKCHMYMBI [IPH OJHOI U TOI1 xe
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpnmeuanne: IlpoaykT coorBercTByeT TpeboBanusam HJT

Conclusion: APPROVED /
3axarwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Shivani ITposepeno: Santosh Kumar OnobpeHo: Menemikep / PykoBoantens
& oR Maurya Rt Manoj Kumar ) )
N\ S0 ' ) h }Z,CLL U
Reprint Date e Reprint Date / Reprint Date /
Hata: 21.10.2022 Jara: 21.10.2022 Hara: 21.10.2022

Registered Gffice: 8-2-337, Road No. 3,

Banjara Hills, Hvderz

had - 500034, Telanzana, India

Tei: +91 40 4500 2900, Fav: <91 40 1900 29929, Email: mail@direddys.com
CIN: L851954AP19R4PLCO04507

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
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CEPTUOUKAT AHAJIU3A

3

Ilpoaykt: Keropon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcenpece (keToposak) TabieTKH, [ucneprupyembie B nonocty pra, 10 mr

Batch No / : V2202096 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0Bem cepun 36,00,000 Tad
Analytical Report No / : 890001622335 Date of Analysis / 21.10.2022
AHannTHyeckuii oTuer No JlaTa aHanu3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JlaTa npon3BoacTBa Togen no

Analysis performed according ND / Ananu3 nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page2 of 7/Ctp. 2 3 7

No

No Test / [oka3aTe/b

Results / PesynbTaTsl

Specification / Hopma

b) By HPLC/B2XX

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  yjgepXuBaHHA
OCHOBHOIO MHKa Ha XpoMmaTtorpamme

MCOBITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpeMeHU
VIEp)KHBaHHA OCHOBHOrO IMKa Ha
XpomarorpaMme pacTeopa
cTanjapTHoro obpasua KeTopoJaka
TpoMeTaMHHa (pazzen

«KonuuecTBeHHOE onpeneneHue»).

Remarks: The Product conforms to ND/

ITpumeuanue: [IponykT coorBercTByeT TpeboBanusam HJL

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Shivani

Checked by /
[Iposepeno: Santosh Kumar
Maurya

el

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens

Manoj Kumar n‘h};(&f{ f

Reprint Date7
__lI_aTa: 21.10.2022

Reprint Date /
Jara: 21.10.2022

Reprint Date /
Hara: 21.10.2022

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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CEPTUDOHUKAT AHAJIU3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 ;ng
MpoaykT: Ketopon" Dkenpece (keroposiak) TabNeTKH, ANCEPrUpyeMbIe B M0A0CTH pTa, 10 M

|Batch No / 1 V2202096 Batch Quantity / : 36,00,000 tab/
Cepust Ne Ob6bem cepun 36,00,000 Tab o
Analytical Report No / : 890001622335 Date of Analysis / : 21.10.2022
AHanuTHYeCKMii oTyeT Ne HaTa anannsa

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

JlaTa npousBoacTBa TI'onen oo

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

Page3of 7/Crp.3n3 7

No

No Test / IlokazaTenn Results / PesyabTaTsi Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoanuHHOCTD butylhydroxyanisole peaks on the
6y TUATHAPOKCHAHN30 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 yAepxuBaHUA
OUKOB  2-OyTUNrMAPOKCHAHM30NA M
3-6yTUNrUAPOKCHAHU30A Ha
XpOMaTorpaMme HCIIBITYEMOrO
pacTBopa JOIDKHBL COOTBETCTBOBATh
BpeMeHaM yAepKUBaHUS MHUKOB
2-6yTUATHIPOKCUAHU30NA U
3-6yTUNTHIPOKCHAHU301a Ha
XpoMarorpamMme pacTBopa
CTaHJapTHOTO obpasua
6yTUNTUAPOKCHUAHU30JIa (pazmen
«Conepxanue
OyTUATHAPOKCUAHU30J1a% ).

4 Average weight / Cpenusis 69.3 mg/ 69.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 Mr 1o 72,8 Mr (70,0 Mmr+ 4,0 %).

Remarks; The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: IlpoaykT cooTreTcTBYET TpeboBanusam HJT 3akmrwuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[lonroroeneno: Shivani IIporepeno: Santosh Kumar Opnobpeno: Menemxkep / P_YKOB?HI-I‘I‘CHI:

S o M e, Manoj K
(w\\ Son aurya @7& anoj Kumar \_‘l%iﬂfi—‘

-

Reprint Date / . Reprint Date / Reprint Date /
Hara: 21.10.2022 Jarta: 21.10.2022 Jara: 21.10.2022

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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Dr’ Reddy S -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIM3A

Product : Ketorol Express &etorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon" Dkenpecce (keToposnak) TabaeTKu, AMCTeprupyembie B NolocTH pra, 10 mr

Batch No / : V2202096 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepuu 36,00,000 Ttab
Analytical Report No / : 890001622335 Date of Analysis / : 21.10.2022
AnannTudeckuil oruer Ne Jara ananuza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jara nponzBoacTea Tonen o

Analysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel or 27.12.2021)

Page4of 7/Crp.4u3 7

i.oo Test / [lokasaTennb Results / PesynbTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than £ 10 %
OaHopoaHOCTE Maccehl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerok — He Oonee * 10 %
2/20 Tabnerok — He 6osnee + 20 %

5 Disintegration time / 27 sec / 27 cex Not more than 3 min / He 6onee 3 MuH
Pacnanaemocts

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of

. CisH13sNO3*C4H | 1NO; (ketorolac
Unit-2 / Ta6n-2 filao tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 106 % 75%  (Q)  CisHisNO3*CsHi(NOy

. . (keToponaka  TpPOMETaMUH)  uepe3
Unit-4 / Tabn-4 99 % 15 MuH
Unit-5 / Tabn-5 98 %

Unit-6 / Ta6n-6 104 %

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

JucnepcHocTh 710 um sieve is formed. / Obpazyercs
OJHOPOJHAs CYCIEH3MsA, NpOXoIsiuas
CKBO3b CHTO C pa3MepoM OTBEPCTHii
710 MKM.

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

Ipumevanue: Ilponykt cooTsetcTBYET TpeboBaHusm HJJ 3akawyenne: OJJOBPEHO

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

ITonrorosnexo: Shivani Ilposepeno: Santosh Kumar Onobpeno: Menemkep / Pykosoanreis

< o% Maurya 1efs Manoj Kumar ) (
A | Inguue
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.10.2022 Hata: 21.10.2022 Hata: 21.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 £900 2900, Fax: +91 40 4900 2999, Email. mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTHOHUKAT AHAJIU3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
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0

Ipoaykr: Keropon

\Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpecc (keTopoak) TabaeTKy, IHCNeprupyemMbie B NoJocTH pta, 10 Mr

Batch No/ : V2202096 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6bem cepuu 36,00,000 Tabd
Analytical Report No / : 890001622335 Date of Analysis / 21.10.2022
AHanuTHuecKHii oTyeT Ne Jara anajza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTta npou3BoacTBA Tonen no

Analysis performed according ND / Ananus nposegen mo HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021 / nzamenenue Nel ot 27.12.2021)

Page50f 7/ Crp. 5uz 7

8 Related impurities / PoacTBennsie npumecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuananor
KeTopoJaka
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He 6osee 0,5 %
1-keToaHanor KeToponaka
Any unidentified impurity / 0.08% Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAsA
HeuaeHTHQUUMPOBaHHAS
npUMech
Total impurities / 02 % Not more than 1.0 % / He 6osee 1,0 %
CymmMma npuMeceit
9 Water / Bona 2.1% Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHuyecKHe pacTBOPHTEN

Isopropyl alcohol /
N3onponanon

3 pg/tab / 3 Mkr B Tabnerke

Not more than 350 pg/tab /
He 60nee 350 mkr B TabneTke

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootseTcTRyeT Tpebosanusam HJT

Conclusion: APPROVED /
3axkmogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Shivani [Tposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoguTeb

>§si LON Maurya (4 (et Manoj Kumar e
Reprint Date / B Reprint Date / Reprint Date /

Jara: 21.10.2022

Jara: 21.10.2022

Hara: 21.10.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4500 2999, 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 : +91 98166 56001-02
www.drreddys.com

CEPTUOHKAT AHAJIN3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkenpece (keToponak) TaGaeTkH, Aucneprupyemole B nosioctu pra, 10 mr

Batch No / : V2202096 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00.000 Tab
Analytical Report No / : 890001622335 Date of Analysis / 21.10.2022
AHnaguTH4ecknii oTuer No Jara ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jlata npou3BoaCTBA TI'open oo

Analysis performed according ND / Ananns nposeaen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ C1p. 6 u3 7

6yTHATHAPOKCHAHH30.12

11 Microbial enumeration tests / Mukpo6nosornieckas 4ucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee uucno He 6onee 1000 KOE/r
a’poOHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6iwuee He 6onee 100 KOE/r
YHUCJIO APOXIKEBBIX H
IUIECHEBBIX MPHUGOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B 1 1
12 Uniformity of dosage units / 3.9 Acceptance value (AV) not more than
OagHopoAHOCTL 15.0 / IlpuemouHoe 3HauyeHue (AV) He
JAO3HPOBAHUSA Gonee 15,0.
13 Assay / KoniuyecTBenHoe 103 mg/10.3 Mr From 90mg to 11.0 mg of
onpegeseHue (102.5%) Ci15sHi3NO3*C4H INO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
1 1,0 MI C15H13N03°C4H11NO3
(keroponaka TpomeramuH) (ot 90,0 mo
110,0 % ot 3aABIEHHOTO KONMYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0960 mg/tab / Not less than 0.042 mg/tab /
content / CoagepxaHue 0.0960 mr B Tabnetke He menee 0,042 mr B Tabnetke

Remarks: The Product conforms to ND/

[Tpumeuanue: [porykT cooTBeTcTBYET TpeboBannam HJI

Conclusion: APPROVED /
3akaouenune: OJOBPEHO

Prepared by /
[Toarotosneno: Shivani

< [ =
<\ y\\‘ﬁ\‘

Checked by /
Iposepe
Maurya

Ho: Santosh Kumar
o (115

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaureb

Manoj Kumar & 6
4 e

Reprint Date /
Hara: 21.10.2022

Reprint Date /
Jara: 21.10.2022

Reprint Date /
Hara: 21.10.2022

Reoo0dsiiice 5-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
{22 1401900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: £t85195AP1984PLCO04507

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 AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMponykr: Keropon" Dkcnpece (keToponak) TabneTkn, AUCHEprupyemble B rnonocty pra, 10 Mr

Batch No / : V2202096 Batch Quantity / : 36,00,000 tab /
| Cepusi Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001622335 Date of Analysis / 21.10.2022
AHajuTHyecKkHi oTueT Ne Jara anannza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npousBoacTBa T'ogen go

Analysis performed according ND / Ananus nposenen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel or 27.12.2021)

Page7 of 7/ Cup. Tusz 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 Tabnerox B
information leaflet in a carton | Gmucrepe u3 (TTA/AJUIID c
pack. / Tlo 10 Tabnerok B | Bnaronoriotureiem/I1DBIT) ¢onsrun //
Gmucrepe  u3  (ITA/AJVIID ¢ | (II3/AJ]) donsru. ITo 1 wnu 2 6anctepa ¢
Biaronornoturenem/I12BIT) WHCTPYKUHEH MO NMPHUMEHEHUIO B Ma4YKy
¢doneru // (I13/AJ1) donsru. Ilo | kapToHHYIO.

2 6nucTepa ¢ MHCTpYKLHEH MO
NPUMEHEHHIO B navky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBerctBuu ¢ HJJ
17 | Storage conditions / Below 25 °C. / ITpu Temnepatype He Bbiuie 25 °C.
XpaHeHue
18 | Shelf life / Cpok roamocTu 2 years /2 roma

* 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 BeIycKe JIeKapCTBEHHOI0 NPenapaTa KOHTPOJIb KA4ecTBA N0 IOKA3ATeII0
«MHKpoGHOIOrHYeCKAR YHCTOTA)» NPOBOANTCS AN Kax/xoi 20-0ii cepHH, WM A OJHOI cepHH B ro,
B 3aBHCHMOCTHM OT TOT'0, YTO HACTYNHT PAHBIIIE.

Remarks: The Product conforms to ND/

Tpumeuyanue: [Ipoaykt coorBeTcTBYET TpeboBanusm HJT

Conclusion: APPROVED /
3akmouenne: ONOBPEHO

Prepared by /
IMoarorosaeHo: Shivani

Checked by /
IIposepeno: Santosh Kumar

Maurya M’;

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautes
Manoj Kumar i

Reprint Date /
Hara: 21.10.2022

Reprint Date /
Hara: 21.10.2022

Reprint Date /
Jara: 21.10.2022

o mietered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal- 491 40 29NN 29NN, Fav- 491 4N 490N 2999, Fmail- mail@drreddys rom
CIN: L85195AP1984PLC004507

www.drreddys.com




