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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

CEPTUOPUKAT AHAJIM3A
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[

IIpoayxr: Ketopon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpece (keToposak) TabNeTKH, AUcTieprupyeMble B MoyocT pra, 10 mr

Batch No / : V2300717 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6pem cepun 36,00,000 Tad
Analytical Report No / : 890001659371 Date of Analysis / 29.04.2023
AHanuTH4YecKHi oTyer Ne Jlara anann3za

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
Jata npou3BoacTBa I'open oo

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

Page1of 7/Crp. 1n37

No

Test / IToxka3zaTenn
Ne

Results / PeaynbTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrunsle, riockue
TabneTku ¢ dackoii, ceeTIo-
KEJITOrO LIBETa C MPaBUPOBKOM
«I» Ha OIHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrasle, miockue TabneTku ¢ $packoii,
CBETJIO-)KEJITOTO LIBETA C IPaBUPOBKOM
«|» Ha 0HOI cTOpOHE.

2 Identification / ITopuHHOCTL

Ketorolac / Kemopoaax

ay Byuv/
Y®-cniextpodoTomMeTpust

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
NOTJIOILEH!S HCIIBITYEMOTO PacTBopa U
pacTBOpa  CTaHZApTHOro  oOpasla
KeTOpollaka TpPOMETaMHHA  JOJDKHBI
MMETb MAKCUMYMBI [IPH OXHOM U TOM ke
JUTUHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[punmeyanne: [TpoaykT cooTBeTeTBYET TREOOBAHNAM HII

Conclusion: APPROVED /
Jagamnuenne: QIORPEHQ

Hata: 29.04.2023

Hara: 29.04.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Pardeep Kumar ﬂposepeﬂﬁz Himesh Kumar Onobpeno: Menemxkep / P}'KOBO.D,:?QJ‘IB

C.L_—- . T Manoj K @f«_ﬂ/_)
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.04.2023

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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CEPTHOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Dkcnpece (keToponak) TabieTku, AMCNEprupyemble B IONOCTH pTa, 10 mr

Batch No / : V2300717 Batch Quantity / : 36,00,000 tab /
Cepust Ne OoBem cepun 36,00,000 Tab
Analytical Report No / : 890001659371 Date of Analysis / 29.04.2023
AHaJMTHYeCKHH oTyeT Ne JaTta anaiu3a

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
Jarta npouszBoacTBa I'open no

Analysis performed according ND / Ananus nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page2 of 7/ Crp. 2 u3 7

No

Test / llokazaTrenn
No

Results / Pe3yabTaTnt

Specification / Hopma

b) By HPLC/B3XX

Complies / CooTseTcTBYET

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 yaepxuBaHus
OCHOBHOTO IHKa Ha XpOMaTrorpaMmme
HCOBITYEMOr0  pacTBOpPa  JOJDKHO
COOTBETCTBOBATH BPEMEHH
YICP)KUBAHHS OCHOBHOTO MMKA Ha
XpoMarorpaMme pactBopa
CTaHAapTHOro oOpaslja KeTopojaka
TPOMETaMHHA (pa3nen

«KonuiecTBeHHOE ONpeNeeHHEY ).

Remarks: The Product conforms to ND/
Ipumeyanwue: [IpomykT coorBeTcTBYeET TpeboBanusam HJ|

Conclusion: APPROVED /
3axmwyenne: OJOBPEHO

Tlata: 29.04.2023

Hata: 29.04.2023

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Pardeep Kumar | ITposepeng: Himesh Kumar Onobpeno: Menemkep / PykoBoagres

_ == =5 | Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.04.2023

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
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CEPTHOUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

ITpoaykt: Ketopon” Dxenpece (keroponak) Tabneri, AMCreprupyembie B noJgoctH pra, 10 mr
Batch No / : V2300717 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O61bem cepun 36.00,000 Tab
Analytical Report No / : 890001659371 Date of Analysis / 29.04.2023
AHagMTHYecKui oTYeT Ne Hlara ananmsa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
HMara npounssoncra I'onen no

Analysis performed according ND / Auasus nposeaen no HJI:

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

Page 3 of 7/ Crp.3 m3 7

1;.:) Test / Iloxasarenn Results / PesyanTaThi Specification / Hopma

3 Identification Complies / CooTreTcTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HopnuuHOCTE butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHK30J1 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 ynepxuBaHus
MUKOB  2-OyTHUNTMAPOKCHAHHU30MA U

3-OyTinrnapoKcuaHM3oNna Ha
XpoMarorpaMmme UCIILITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATH
BpPEMEHaM YIEpP)XKUBaHHS TIHKOB
2-6yTHITHAPOKCHAHM30A u
3-0yTHITHAPOKCHAHU30IIa Ha
XpoMaTtorpamme pacTBopa
CTaHAAapPTHOrO obpasna
OyTuIrHApOXCHaHU30A (paznen
«Copepxanue

6yTUITHAPOKCHABU30MaN).

4 Average weight / Cpegusis
Macca

68.5mg/ 68.5mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
OT167,2 Mr 0 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
[pumeuanue: Ipoaykr coorsercrayer TpeGosannsam HJI

Conclusion: APPROVED /
3axmouenune: OJJOGPEHO

Jara: 29.04.2023

Hara: 29.04.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pardeep Kumar ITposepero: Himesh Kumar Onobpeno: Menemkep / Pykosogyrens
: c— — s | Manoj Kumar M
[ ~ A o
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.04.2023

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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Distt. Solan, H.P., 173 205, INDIA
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CEPTHOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykT: Keropoa” Dxenpece (keToponak) TablieTku, AMCcneprupyemble B nonoctu pra, 10 mr

Batch No / : V2300717 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob61em cepun 36,00,000 Tab
Analytical Report No / : 890001659371 Date of Analysis / 29.04.2023
AHanuTHYecKHil oTueT Ne JaTta ananunza

Date of Manufacture / : Apr.2023 Date of Expiry / ¢ Mar.2025
Jarta npousBoacTBa I'open no

Analysis performed according ND / Anann3s nposeaen no H/L:
JIII-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Paged4 of 7/ Crp. 4u3 7

No

No Test / ITokazaTe/ib

Results / PesyabraThl

Specification / Hopma

Uniformity of weight /
OnHOPOAHOCTHL Macehl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He 6Gonee + 10 %
2/20 TabneTok — He 6onee + 20 %

5 Disintegration time /

19 sec /19 cex

Not more than 3 min / He 6osee 3 mun

PacnagaemocTn
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
: . ) Ci1sH13NO3*C4H 1NO3 (kCtOI‘ olac
Unit-2 / Ta6n-2 102% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 103% | 75% (Q)  CisHisNO3*C4HiNO;3
) . (keToponaka  TPOMETaMHH)  depe3
Unit-4 / Tabn-4 103% 15 Muu
Unit-5 / Ta6n-5 99%
Unit-6 / Tabn-6 99%

7 Fineness of Dispersion/
JucnepcHocTh

Complies / CooTBeTcTBYET

A uniform suspension passing through a
710 um sieve is formed. / Obpa3yetcs
OJJHOpPOZHAs CYCHEH3Hs, MpOXOonsIuas
CKBO3b CHTO C pa3MepoOM OTBEPCTHUI
710 MKM.

Remarks: The Product conforms to ND/

Prepared by /
[Moaroroeneno: Pardeep Kumar

[pumeuanue: [Ipoaykr coorsercrayer Tpebosannam HI
Checked by /
[Tposepeno; Himesh Kumar

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

e
3
S,

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PyKoBonuTesb
Manoj Kumar -

Reprint Date /
Jara: 29.04.2023

Reprint Date /
Hata: 29.04.2023

Reprint Date /
Jlata: 29.04.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon” Drcnpece (ketoponak) TabmeTky, AUCAEprUpyeMble B MOJ0CcTH pTa, 10 Mr

Batch No / : V2300717 Batch Quantity / : 36,00,000 tab /
Cepns Ne O6nem cepuu 36,00,000 Tab
Analytical Report No / : 890001659371 Date of Analysis / 29.04.2023
AHauTHYecKHUI oTyeT No JlaTa apaiu3sa

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
Jdara npouszBoacrea T'omen no

Analysis performed according ND / Ananun3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel or 27.12.2021)

Page S5of 7/ Crp. Su3 7

8 Related impurities / PoxcTBennbie npumecu
ketorolac 1-hydroxy analog / Below LOD (LOD =0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-runpokcHaHanor Hwxe npenena obHapyxenus (I10
KeTopoJiaka =0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaor KeToponaka 0.06%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IMHUYHas 0.03%
HEeHIeHTUQULMPOBAHHAS
NIpUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceii '
9 Water / Bona 2.1% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTarouHble Opranu4eckKue pacTBOPHTE/IH
Isopropyl alcohol / Below LOQ (LOQ = 1.4 pg/tab) / | Not more than 350 pg/tab /
H3zonponaxon Hmke npemena konmuecrennoro | He Gonee 350 Mkr B TabneTke
onpenenenus ([IKO = 1.4 mxr B
TabneTke)

Prepared by /
IMoarorosneno: Pardeep Kumar

ol

Remarks: The Product conforms to ND/
[lpumeuanue: [poaykt coorsercrayer Tpebosannsm HJJ

Checked by /
[Tposepeno: Himesh Kumar

_

_—
-

Conclusion: APPROVED /
3akaoyenne: OJJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonnuteiis

Manoj Kumar t}é}lﬁb

Reprint Date /
Jara: 29.04.2023

Reprint Date /
Jara: 29.04.2023

Reprint Date /
Jara: 29.04.2023

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

CEPTUDOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon" Dkcrnipecc (keToponak) TabneTku, AMCNEprupyembie B noocTu pra, 10 Mr

Batch No / : V2300717 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001659371 Date of Analysis / 29.04.2023
AHamuTn4yeckni oryer Ne JlaTa ananuza

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
Jara npouspoacraa I'onen no

Analysis performed according ND / Anann3 nposegen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 3 7

11 | Microbial enumeration tests / Mukpo6uosoruyeckas Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61iee 4KcI0 He 6onee 1000 KOE/r
a3pO6HBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obee He 6onee 100 KOE/r
YHCIIO APOAOIKEBBIX H
IIECHEBBIX IpuOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBHE B 1 T
12 Uniformity of dosage units / 3.9 Acceptance value (AV) not more than
OnHopoaHoCcTb 15.0 / TpuemoyHoe 3HaueHue (AV) He
A03UpPOBAHUS 6onee 15,0.
13 | Assay/KoauuecrBeHHoe 9.7mg /9.7 mr From 9.0mg to 11.0mg  of
onpeneseHue (97.2 %) CisH13NO3*C4H|1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
1 1,0 MrI C15H13NO3'C4H1 1NO3
(xetoponaka tpomeramuH) (ot 90,0 mo
110,0 % oT 3asABJIEHHOr0 KOJMYECTBA) B
TabyeTke
14 | Butylhydroxyanisole 0.0967mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHnue 0.0967Mr B Tabnerke He menee 0,042 mr B TabneTke
Oy THIATHAPOKCHAHU30/a

Prepared by /
[Toarororneno: Parcleep Kumar

Remarks: The Product conforms to ND/
[Tpumeuanue: [Ipoaykt cooreercTeyer Tpebosannam HJL

Checked by /
ITposepeno: Himesh Kumar

S N

Conclusion: APPROVED /
3akmoyenue: OJJOBPEHO
Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoangens
Manoj Kumar : / mj

Reprint Date /

Jara: 29.04.2023

Reprint Date /
JlaTa: 29.04.2023

Reprint Date /
Jara: 29.04.2023

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: maitl@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

CEPTHO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon" Dkenpece (keToponak) TabneTku, AMCOEPrupyemMble B NOJIOCTH pTa, 10 Mr

Batch No / 1 V2300717 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001659371 Date of Analysis / 29.04.2023
AHaJUTHYECKHH oTUeT N JaTa aHain3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Hdata npousBoacTBa T'ogen g0

Analysis performed according ND / Ananu3 nposeaen o HI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 7 of 7/ Ctp. 7 n3 7

15 | Package/ Ynakoeka 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. / ITo 10 Tabnetok B
information leaflet in a carton | Guucrepe u3 (TTA/AJI/TID c
pack. / Ilo 10 Tabnerok B | Biaromornorurenem/[IDBIT) doabru //
6nucrepe u3z  (ITA/AJI/IID ¢ | (IID/AJT) donsru. IMo 1 nnu 2 6nucrepa ¢
Braronorioruresnem/[19BIT) HHCTPYKLMEH IO NMPUMEHEHHIO B TayKy
donsru // (TID/AJT) donsru. [To | KapTOHHYIO.

2 6aucTepa ¢ MHCTPYKIHMeH IO
NIPUMEHEHUIO B navKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBercTeun ¢ HJ[
17 | Storage conditions / Below 25 °C. / Ilpu Temniepartype He Bbiiie 25 °C.
XpaHeHHue
18 Shelf life / Cpok roanocru 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 JIEKAPCTBEHHOI0 MPenapaTa KOHTPOJIb KAa4eCTBA M0 M0KA3aTe/0
«MukpobHosiorayeckas YHCTOTa» NMPOBOAHTCS [JIst Kax10# 20-0¥ cepHH, HJIH /ISl OAHOH CEPHM B IO,
B 3aBHCHMOCTH OT TOT0, YTO HACTYNMT PaHbIIE,

Remarks: The Product conforms to ND/
[pumeuanue: [poaykr coorsercTayer Tpeborannsm HJ

Prepared by /
[Moarotosneno: Pardeep Kumar

Checked by /
IIposepeno: Himesh Kumar

o
~I

o ——

3

Conclusion: APPROVED /
3axnouenune: OJJOBPEHO
Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurgs
Manoj Kumar Vodil i ,hﬁ

Reprint Date /

JHara: 29.04.2023

Reprint Date /
Jara: 29.04.2023

Reprint Date /
Jlata: 29.04.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




