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

CEPTUD®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon' Dxcnpece (KeTopoaak) TabNETKH, AHCHEPIHPYCMbIE B IONOCTH PTa, 10 mr

Batch No / : V2201151 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0BeM cepun 36,00,000 Tad
Analytical Report No / : 890001598247 Date of Analysis / 27.06.2022
AHANUTHYECKHIT 0TUeT No Jara anaausa

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JlaTa npou3BoaCcTBA Topen po

Analysis performed according ND / Ananus nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3meHeBne Nel ot 27.12.2021)

Page 1 of 7/Crp. 1 u3 7

V®-cnexkrpodoroMeTpus

No X .
No Test / [loxazaTeanb Results / PesyabTaTh! Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "' debossed on one side. /
side. / Kpyrnble, ILIOCKHE Kpyrible, miockue TabaeTky ¢ GpackoH,
TabneTku ¢ Gacko, CBETIO- CBETJIO-XKEJTOTO 1[BETa C I'PaBUPOBKOMH
XEeNTOro IBeTa C rpaBUPOBKO «l» Ha OHOM CTOPOHE.
«l» Ha OHOH CTOpPOHE.
2 Identification / [ToannuHOCTL
Ketorolac / Kemoponak
a) ByUV/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
TMOTJIOIIEH s MCIBITYEMOTO PacTBOpa U
pacTBopa  cTaHjapTHoro  ofpasia
KETOpOJiiaka TPOMETaMHMHa  JOJIXKHBI
WUMETH MAKCUMYMBI TIPH OJHOM ¥ TOM Xe
IUIHHE BONHEL (£ 2 HM).

Remarks : The Product conforms to ND/
[pumeuanue: [TpoaykT coorercTByer Tpebosannam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

——

Checked by /
IMposepeno: Himesh Kumar

A

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / PykoBoauTenb

Kusum Lata }5;;&&( -

Reprint Date /
Hata: 27.06.2022

Reprint Date /
Hara: 27.06.2022

Reprint Datc /
Hara: 27.06.2022

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: L85195AP1984PLCO04507

www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTHO®UKAT AHAJITI3A

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon " Jrenpece (KETOPOITAK) TabNeTKHU, JHCIIC

prupyemble B ofocTH pra, 10 mr

Batch No/ : V2201151 Batch Quantity / : 36,00,000 tab/
Cepust Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001598247 Date of Analysis / 27.06.2022
AnanuTHYecKui orueT Ne Jarta anpanusa

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JlaTa mpoM3BOACTBA ToneH no

Analysis performed according ND / Anajau3s nposeies 1o HA:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3meHeHue Nel o1 27.12.2021)

Page 2 of 7/ Crp. 2 u3 7

No

Ne Test / [Toka3zaTesnb

Results / Pe3ysibTaThl

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). / Bpemsa  yaepkuBaHud
OCHOBHOIO NWKa Ha XpoMarorpamme
HCTBITYEMOrO0 ~ pacTBopa  AOJDKHO
COOTBETCTBOBATh BpeMeHU
ylepXHUBaHUA OCHOBHOTO [HMKa Ha
XpoMaTorpamme pacTBOpa
CTaHAapTHOIO KeTopoJIaKa
TpoMeTaMHHa (pa3men
«KONM4eCTBEHHOE ONPEENIEHUED). |

obpasua

Remarks : The Product conforms to ND/
Ipumeuanne: TIpogyKT COOTBETCTBYET TPEOOBAHHAM HJ

Conclusion : APPROVED /
Baxmouende: OTOBPEHO

Prepared by /

ol —

-

IMoarotoeneno: Pardeep Kumar

Checked by /
[Mposepeno: Himesh Kumar

o

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

Kusum Lata %@ P

Reprint Date /
Jara: 27.06.2022

Reprint Date /
Jlata: 27.06.2022

Reprint Date /
Jara: 27.06.2022

Registerad 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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon" Dkenpecc (keToposnak) TabneTky, AMCTIEprupyeMble B NOJNOCTH pTa, 10 mr

Batch No / 1 V2201151 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepHH 36,00.000 Tad
Analytical Report No / : 890001598247 Date of Analysis / 27.06.2022
AHAIMTHYEeCKHi oTyeT Ne Jara ananusa

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
Jara npon3BoACTBA T'ogen go

Analysis performed according ND / Axanns nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel ot 27.12.2021)

Page3of 7/Crp-3m3 7

Oy THJATMAPOKCHAHHU30JT

i.g Test / IlokaszaTenb Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMogauHHOCTB 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). / DBpemeHa ynepXUBaHHI
NMUKOB  2-0yTUNTMAPOKCHAaHMU30JIA |
3-0yTWIrHApOKCHAaHU301a Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATDH
BpeMEHaM YIEPKUBAHMS MTHAKOB
2-6yTUIITHAPOKCUAHU301a U
3-0yTWIrHAPOKCHAHHU30I1a Ha
XpoMaTorpaMMe pacTBopa
CTaHapPTHOTO obpasua
OYTHITHAPOKCUaHU30]Ia (paznen
«CopnepxaHue

OYTUNTUAPOKCHAHU30NAR).

4 Average weight / Cpeanasn
Macca

69.8 mg/ 69.8mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 10 72,8 mMr (70,0 mr £ 4,0 %).

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr cooreTcTBYeT Tpeboannam H/L

Conclusion : APPROVED /
3axmouenne: OTOBPEHO

Hara: 27.06.2022

Jara: 27.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pardeep Kumar | ITposepero: Himesh Kumar Onobpeno: Menemxep / PykoBoaurenb
o O P
t - —_— /-—-\ Kusum Lata y S
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.06.2022

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: L85195AP1984PLCO04507

www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoaykr: Keropon” Drenpece (keToponak) TadneTk, ANCAEPrUpyEMble B MONOCTH pra, 10 mr
Batch No / ¢ V2201151 Batch Quantity / : 36,00,000 tab /
Cepun Ne O06bem cepun 36.00.000 Tab
Analytical Report No / : 890001598247 Date of Analysis / 27.06.2022
AHanuTHYecKHil oTueT Ne Jdara ananusza
Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JlaTta npon3BoacTBA T'onen no
Analysis performed according ND / Auanns nposeaen no H/L:
JIO1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
Page4of 7/Crp. 4u37
i:) Test / [lokasaTeab Results / Pe3yabTarsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OIHOPOAHOCTH MACCHI 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — e OGomee * 10 %
2/20 tabnetok — He Gonee = 20 %
5 Disintegration time / 18 sec/ 18 cek Not more than 3 min / He 6osee 3 MuH
PacnagaemocTh
6 Dissolution / PacTBopenne Unit-1 / Tabn-1 101% Not less than 75% (Q) of
. C5sH13NO3*C4H 1 NO; (ketorolac
UpitZ [latn=2 1004 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 75% (Q  CisHisNO3CaHiNO;s
. . (keToposiaka  TpOMETaMMH)  uepes
Unit-4 / Ta6bn-4 100% 15 Mun
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 um sieve is formed. / O6pasyercs
OJIHOpPOJiHAsl CYCIIEH3Us, MpOXOAsIast
CKBO3b CHTO C pa3MEpOM OTBEPCTHH
710 MKM.

Remarks : The Product conforms to ND/
IMTpumeuanue: [IpoxykT cooTBeTcTBYeT TpebosaHuam HJI

Conclusion : APPROVED /
Saxnwuenne: OJOBPEHO

Jara: 27.06.2022

Hara: 27.06.2022

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

TTonrorosneno: Pardeep Kumar | [posepero: Himesh Kumar Ono6peno: Menemxep / PykoBoaurens
—~, | Kusum Lata N S\a

Reprint Date / Reprint Date / Reprint Date /

Jlara: 27.06.2022

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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CEPTUDPHKAT 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 (ketorolac) Orally Disintegrating Tablets 10 mg
HponykT: Ketopon™ Dkcnipece (keToponak) TabieTkH, AHCNEPrHPYEMBbIE B TOJIOCTH PTa, 10 mr

Batch No / : V2201151 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepiu 36,00.000 Tabd
Analytical Report No / : 890001598247 Date of Analysis / 27.06.2022
AHanuTH4ecKHil oTyeT No JlaTa auajauza

Date of Manufacture / 1 Jun.2022 Date of Expiry / May.2024
JaTa npou3BoOACTBA Togen no

Analysis performed according ND / Ananus nposenen no HJI:

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

PageSof 7/Crp. Suz 7

8 Related impurities / PoacTBeHHbIe npuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruppoxcuaHanor
KETOpoJiaKa
ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaNor KeTopoiaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eMHHYHAsA
HenIeHTUHUIUPOBAHHAA
[puMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npuMecei
9 Water / Boga 2.3% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble Opranpyeckue pacTBOpUTe/1H

Isopropyl alcohol /
H3onpomnazon

2pg/tab / 2ug/tab MKT B
TabneTke

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

Remarks ; The Product conforms to ND/
Ipumeyanue: [IpogyKT COOTBETCTBYET tpebosanusam HJT

Conclusion : APPROVED /
3axmodenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Pardeep Kumar

-

Checked by /
IMposepeno: Himesh Kumar

C:;J_/@

-

Approved by: Manager/Executive /
Onobpeno: Meuenmer_ggl;ykomnmenb

—_

Reprint Date /
Jara: 27.06.2022

Reprint Nate /
Hara: 27.06.2022

Kusum Lata {Bei
Reprint Date /

Jata: 27.06.2022

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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www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpece (keToponak) TabneTkH, AUCIeprupyemble B NosocTH pra, 10 Mr

Batch No / 1 V2201151 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0Bem cepun 36.00,000 Tab
Analytical Report No / : 890001598247 Date of Analysis / : 27.06.2022
Anaantudecknii oruer Ne JlaTa ananu3za

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
Jara npou3BOACTBA I'onen g0

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

|JII1-004929-011119 (amend Nel from 27.12.2021 / m3menenue Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 3 7

11 | Microbial enumeration tests / MukpoGuonoruyeckas 4ucTora*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obee yuciuo Menee 10 KOE/r He 60see 1000 KOE/r
a’p0OHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6mwee Menee 10 KOE/r He Gonee 100 KOE/r
YHUCNO APONKIKEBBIX U
njiecHeBbIX IprboB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyTcTBHE B 1 T
12 Uniformity of dosage units / 2.9 Acceptance value (AV) not more than
OnHOPOAHOCTD 15.0 / [puemouHoe 3HaueHue (AV) He
N03UPOBAHMS 6onee 15,0.
13 Assay / KonnuecTBeHHOE 9.9mg/9.9 mMr From 9.0mg to 11.0 mg of
onpeaeneHue (99.4 %) C15H13NO3°C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
11,0 Mr C15H13NO3’C4H1 1NO3
(xetoponaka TpoMeramus) (ot 90,0 mo
110,0 % OT 3asABIIEHHOTO KOJNUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0954mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanne 0.0954 mr B TabneTke He menee 0,042 mr B TabneTke
OyTUJIrNAPOKCHAHU30/1a

Remarks : The Product conforms to ND/
Ipumeuanue: IpomykT cooTBeTcTBYET TpeboBaHusM H I

Conclusion : APPROVED /
Saxiaouenue: OTOBPEHO

Prepared by / Checked by /
MoaroroseHo: Pardeep Kumar | ITposepeno: Himesh Kumar

S =) =

1

Approved by: Manager/Executive /
Opobpeno: Menepkep / PykoBoauTesb

Kusum Lata “-E °§E}( =

Reprint Date / Reprint Date /
JlaTa: 27.06.2022 Jara: 27.06.2022

Reprint Date /
Hara: 27.06.2022

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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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUHO®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon” Dkenpece (keTopoaak) TabaeTku, ANCIEPTHPYEMBIE B MOJIOCTH PTa, 10 mr

Batch No / : V2201151 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00.000 Tab
Analytical Report No / : 890001598247 Date of Analysis / 27.06.2022
AnanuTHueckuii oTuer Ne Jlara aHanu3a

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
Jara npousBoxcTBa T'open no

Analysis performed according ND / Ananuns nposegen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page 7 of 7/ Crp. 7u3 7

15 Package / YnakoBka

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. / Tlo 10 Tabnetox B

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 tabneTox B
onuctepe u3 (IA/AJITID c
praronornoturenem/IIOBII) doneru //

(I13/AJT) doneru. Ilo 1 unm 2 6aucTepa ¢
MHCTPYKIMeH 10 NPYMEHEHMIO B TaYKy
KapTOHHYIO.

Onmucrepe u3  (ITA/AJ/TID ¢
Bnaronorjorurenem/I19BIT)
donwru // (TI3/AJ1) doneru. Ilo
2 GnucTepa ¢ MHCTPYKUMEH IO
[PMMEHEHUIO B nayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootsetctBun ¢ HJJ

17 | Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu TeMuepaType He Bbile 25 °C,

18 Shelf life / Cpok roasoctu

2 years / 2 rona

* 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.

* [Ipu BoINyCKe JIEKAPCTBEHHOT0 MpenapaTa KOHTPOJIb KayecTBa M0 N0Ka3aTelo
«MuKpoOHOIOTHYECKAS] YHCTOTA» MPOBOXUTCH A KaKioi 20-0f cepuH, nity 1Jjis O/IHO}i cepHH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHT paHbIUe.

Remarks : The Product conforms to ND/
Ipumeuanue: IponykT coorsercrayer Tpebopanusam HJT

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by /
Ioarorosneno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peso: Menemikep / PykoBoaurelip
Kusum Lata o SN2~

=

Checked by /
[Tporepeno: Himesh Kumar

Reprint Date /

Jlata: 27.06.2022

Reprint Date /
Jara: 27.06.2022

Reprint Date /
Hara: 27.06.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




