Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vill. Khal, Nalagarh Road, Badd;,
Disti. Solan, H.P, 173 205, IND1A
Tel:+91 98166 56001-C2

R B T e

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablels 10 mg
I poayxr: Keropon® Dkcnpecc (keToposiak) TabieTky, AMcneprupyeMbie B MosocTv pra, 10 mr

Batch No / 1 V2201722 Batch Quantity / : 36,00,000tab/ |
Cepus Ne O0bem cepun 36,00,000 tab
Analytical Report No / : 890001610534 Date of Analysis / 31.08.2022
AHaTUTHYeCKHH oTyeT No Jara ananu3za

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024

Jlara npon3sBoacrsea Toneu no

Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenune Nel or 27.12.2021)

Page10f7/Crp. 1 u37

Y®-cnexrpodoromerpus

No . 3
Ne Test / IToxa3aTennb 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. / Kpyrnsle, miockue Kpyrrbie, miockue tTabneTku ¢ Gackoii,
TabneTky ¢ hackoi, cBeTIIO- CBETJIO-XKENTOro 1[BETA C I'PAaBUPOBKOI
XKEIITOTO 1iBeTa C IPaBUPOBKOH «|» Ha 0QHOI CTOPOHE.
«l» Ha OHOH cTOpOHE.
2 Identification / lopinHHOCTL
Ketorolac / Kemoponax
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®-cnexrpsl
NOrNOLIEHHS UCIBITYEMOTO pacTBopa H
pacTBopa  CTaHAAPTHOTO obpasua
KeTopojlaka TpOMeTaMHHa JOJDKHEI
HUMETh MaKCHMYMBI IIPH OJIHOM U TOH e
IUTMHE BOJHbI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykr coorBeTcTBYET TpeboBamsaM HJJ

Conclusion : APPROVED /
3aknwuenne: OJJIOGPEHO

Hara: 31.08.2022

Jara: 31.08.2022

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

IToarorosneno: Naresh Kumar | TIposepeno: Pardeep Kumar Ono6peno: Meremkep / Pykosonurens
P =t Abhishek Chauhai»L \

Reprint Date / K Reprint Date / Reprint Date /

JaTta: 31.08.2022
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CERTIFICATE OF ANAT VSIS

Dr. Reddy's Laboratories 1.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P.,, 173 205, IND|A
Te!: +91 98166 56001-02
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CEPTUPUKAT AHAJIHU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Ketopon" Skcnpecc (keToponak) TabieTkH, AUCNIEprupyeMble B MOAOCTH pTa, 10 Mr

Batch No / : V2201722 Batch Quantity / : 36,00,000 tab/
Cepug Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001610534 Date of Analysis / 31.08.2022
AHaJMTHYECKHIi oT4eT Ne JlaTa ananansa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jata npoH3BOICTBA Tomen no

Analysis performed according ND / Aganuz nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page2 of 7/Crp.2 m3 7

No

Test / ITokazaTennb
No

Results / PeaynbTaThl

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 y#epxuBaHus
OCHOBHOTO [MHK2 Ha XpOMaTOrpaMme
HCTILITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHH
yIAepXMBaHUsI OCHOBHOTO MNMKa Ha
XpoMarorpamme pacTBopa
CTaHJAaPTHOTO KETOpOJIaKa
TPOMETAMUHA (paznen
«KonuuecTBeHHOE ONPEAENIEHHEN).

obpasua

Remarks : The Product conforms to ND/
IIpumedanue: [Ipoaykt coorBeTcTBYET TpebOBaHUsAM HJT

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by /
TToarorosneno: Naresh Kumar

(LE

//

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBoautens
Abhishek Chauhan K (
e~

Reprint Date /
Hara: 31.08.2022

Reprint Date /
Jata: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Registe

s, M

5, Einali: mali@drre

04507

yaarahad - 500024, 1 sena, india
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CERTIRICATE OW ANAT VQIQ
CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid.
Formulation Unit-5

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel . +81 88166 56001-02

AR TATAVINERIEE SR

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

Ipoayxr: Keropon™ Dkenpece (keToponak) tabaerku, AUCneprupyeMble B noJoctu pra, 10 mr

Batch No / 1 V2201722 Batch Quantity / : 36,00,000 tab/
Cepus Ne O61bem cepun 36,00,000 Tab
Analytical Report No / : 890001610534 Date of Analysis / 31.08.2022
AHaJIHTHYECKHH oTyeT Ne JlaTa ananausa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024

HJaTta mpou3BoacTBa

Toxen no

Analysis performed according ND / Ananwuz nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel or 27.12.2021)

Page3 of 7/ Crp.3 w3 7

1}? Test / IloxasaTesb Results / PesynbTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopnuHHOCTL butylhydroxyanisole peaks on the
6YTHIATHAPOKCHAHH3O0JI 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
NUKOB  2-OyTMIIrMAPOKCHAHHU30Ma H
3-6y TUNTHIPOKCHAHN30JIA Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa JODKHBI COOTBETCTBOBATH

BpeMeHaM YAEpXKHUBaHHUsA IIMKOB
2-6y TMINTHAPOKCUAHHU30J1a 1%
3-ByTUNrUIpOKCHaHKU301a Ha
XpoMaTorpaMme pacTBopa
CTaHZAPTHOIO obpasua
OYTUIITHIPOKCHAHU30TIa (paznen
«Copnepxanyne

OYTUITMAPOKCHAHU30IAN).

4 Average weight / Cpenuss
Macca

69.7 mg/ 69.7 Mr

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

Remarks : The Product conforms to ND/

Ilpumeuanue: Hpoxykr cooTBercrByet TpeGoBanmsim HJT

Conclusion : APPROVED /
3akarouenune: OJOBPEHO

Prepared by / Checked by /

TToarorosneno: Naresh Kumar

L s
-
2

Ilpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Abhishek Chauhan (

B L

Reprint Date /
Hata: 31.08.2022

Reprint Date /

Hara: 31.08.2022

Reprint Date /
Hara: 31.08.2022

b lanel L & OSE
} ranac - 5640

R —_ o
ielangana, Indiz

s maii@idrrecrys.earm
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(“E‘D_"I‘IFIC‘A"'!‘F OF ANAT VQICQ

Dr. Reddy's Laboratories § g,
Formulaticn Unit-6

vill. Khel, Nalagarh Read, Baddj,
Distt. Solan, H.P., 173 205, INDia
Tel : +81 98166 56001-G2
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CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon" Dkenpecc (ketoponak) TabneTku, AHCNEPrupyembie B NOJIOCTH pTa, 10 mr

_|Batch No / : V2201722 Batch Quantity / : 36,00,000 tab /
Cepna Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001610534 Date of Analysis / 31.08.2022
AHajuTHYeCKHi oTueT Ne Jara apanusa
Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa mpou3BoacTBa Tonen no

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

Page 4 of 7/ Crp. 4 n3 7

1;.00 Test / [loka3aTesb Results / Pe3yabTaTs! Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OQHOpPOAHOCTH MaCChl 2/20 tablets - not more than + 20 % /

18/20 Tabnetoxk — He Oonee +10 %
2/20 tabnerok — He Gonee + 20 %
5 Disintegration time / 19 sec/ 19 cex Not more than 3 min / He 6onee 3 MuH
PacnapaemocTtb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 96 % Not less than 75% (Q) of
. C1sH3NO3°C4H 1NO3 (ketorolac
Wigwie 2 el 2T tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 101 % 75% (Q)  CisHisNO3CqH iNOs3
) o (keToponaka  TpOMETaMyH)  4epes
Unit4 / Tabn-4 96 % 15 Muu
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. / O6pasyeTcs
OJIHOPOJHAA CYCITIEH3HS, IpOoXoAsasdt
CKBO3b CHTO C pasMepoM OTBEPCTHH
710 mMxMm.

Remarks : The Product conforms to ND/
[Tpumeuanue: [Iponyxt cooTBeTcTBYeT TpeboBanmsam HJT

Conclusion : APPROVED /
3akmrouenne: OQJJOEPEHO

Prepared by /
IMoarotosnexo: Naresh Kumar

i .(-JI/:'

Checked by /
IIposepeno: Pardeep Kumar

— P

Approved by: Manager/Executive /

Ono6peno: Menemiep / PykosouTess
Abhishck Chauhalrlx\

=R

S

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jara: 31.08.2022
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PE‘D’TIE‘IFA"I‘F N ANTAT VQIQ

Dr, Reddy's Laboratories Lig,
Formulaticn Unit-6

Vill. Khol, Nalagarh Reag, Baddj,
Distt. Solan, H.P,, 173 205, INDiA
Tel: +91 98155 56001-G2
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CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxt: Ketopon™ Dkenpece (keroposak) TabneTky, AMCIepriupyemble B N010CTH pTa; 10 Mr

Batch No / : V2201722 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001610534 Date of Analysis / : 31.08.2022
AHaauTHYeCKHH oTueT Ne Jara anajausa -

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
Jarta npon3BoacTB2 I'onen no

Analysis performed according ND / Asanu3 nposenen no HJ/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)

Page 5of7/Crp.Smu3 7

8 Related impurities / PoacTeennble npumecyu

ketorolac 1-hydroxy analog /
1-ruppoxcraHaior
KeToponaka

ketorolac 1-keto analog/
1-KeToaHaIOr KETOpOJIaka

Any unidentified impurity /
eIMHUYHAs
HeneHTHUUMpPOBaHHAsA
npUMech

0.02%

0.05 %

0.05%

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

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

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

Total impurities /
CymMma npuMeceit

0.1 %

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

9 Water / Bona

2.8 %

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

10 Residual solvents by GC/ OcTtaTo4yHb1e OpraHu4ecKne pacTBOPHTE/H

H3sonponaxon

Isopropyl alcohol / 10 pg/tab / 10 mxr B TabneTke Not more than 350 pg/tab /

He 6onee 350 MKT B TaOnETKE

Remarks : The Product conforms to ND/

ITpumeuanue: [IpoayxT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akarogenne: OTOBPEHO

Prepared by / Checked by /
[loarotosneno: Naresh Kumar | Ilposepeno: Pardeep Kumar OnobpeHo: Meneméfep / PykoBoputens

iAJ
S

——

Approved by: Manager/Executive /

Abhishek Chauhan \ /
N

Reprint Date / Reprint Date /
Jara: 31.08.2022 Jata: 31.08.2022

Reprint Date /
Jata: 31.08.2022

5, Email: malicdrre
CO04EDT

yroy
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CERIINICGATIN O ANAT VSIS

Dr. Reddy's Laborainries iig,
Formulation Unit-6

Vill. Kho!, Nalagarh Reag, Badg;,
Distt. Solan, H.P., 173 265, INDIA
Tel: +91 88166 56001-G2
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CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poaykr: Keropon™ Dxcrpece (keTopojiak) TabyieTku, AMCIeprupyemble B NOAOCTH pra, 10 Mr

Batch No / 1 V2201722 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6Bbem cepun _36,00,000 Tab
Analytical Report No / : 890001610534 Date of Analysis / 31.08.2022
AHauTHYECKHIT oTYeT No Jarta ananu3za

Date of Manufacture / : Aug 2022 Date of Expiry / Jul.2024
Jlata mpousBoacTBa I'onen no

Analysis performed according ND / Ananus npoeeaen mo H:
JITT-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / Mukpo6uonoruuecxasi 4ncTora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obwiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6HBIX MHKPO-
OpraHn3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIO0 JPOHCIKEBBIX U
IUTECHEBBIX IPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTcTBYET OtcyrcrBue B 1 1
12 Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OnHopoagHOCTh 15.0 / llpuemouHoe 3HaueHue (AV) He
JA03HPOBaHUA 6onee 15,0.
13 Assay / KonuuecTreHHoe 9.7mg/9.7 mr From 9.0 mg to 11.0 mg of
onpenesenve (97.4%) Ci5sHi3NO3+C4H;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr o
1 1,0 Mr C15H13NO3’C4H11NO3
(ketoponaka TpometamuH) (ot 90,0 no
110,0 % oT 3asBJIEHHOrO KOJIHWYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0869 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0869 mr B TabneTke He menee 0,042 Mr B Tabnetke
OyTHIIrHAPOKCHAHMN30J1a

Remarks : The Product conforms to ND/
ITpumedanue: Ilpoaykr cooTBeTcTRYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO

Prepared by /
Ioarotosneno: Naresh Kumar

(4.

Checked by /
ITporepeno: Pardeep Kumar

oo

Approved by: Manager/Executive /

Ono6Gpeno: MeHemKQPLyK\DBO.HHTenB

Abhishek Chauhan | /

i

Reprint Date /
Hara: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Reprint Date /
JHara: 31.08.2022

smaiGars
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CFERTIKICATE OF ANATY VSIS

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

Vill. Khel, Nalagarh Road, Badd),
Distt. Solan, H.P., 173 205, INDia
Te!: +91 98166 56001-02
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CEPTUDHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Ketopon" Dkenpecc (keToposiak) TabNeTKH, AMCneprupyemble B 0JA0CTH pTa, 10 mr

Batch No / : V2201722 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001610534 Date of Analysis / 31.08.2022
AHATMTHYCCKHIH oT4yeT N JlaTa ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTa npon3BoOACTBA T'omen no

Analysis performed according ND / Ananus nposeaen o H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3amenenune Nel or 27.12.2021)

Page7of7/Crp. 7m37

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 | 6nncTepe u3 (TTA/AJITID c
pack. / Tlo 10 Tabnerok B | Bnarornornotutenem/[I3BII) donern //
6nvcrepe w3 (MA/AJ/TID ¢ | (I13/AJ) donsru. Ilo 1 unu 2 6nucrepa c
BnaronornorureneM/II2BIT) HHCTPYKLHEH 10 NPUMEHEHHMIO B Mauky
¢oneru // (I13/AJ]) doneru. Ilo | xapTOHHY!O.

2 6nucTepa ¢ MHCTPYKLHMeH no
NPUMEHEHUIO B nayKy
KapTOHHYIO.
16 Labeling / MapkupoBKa According to ND / B cootBerctBuu ¢ H/J
17 | Storage conditions/ Below 25 °C. / Ilpu Temnepatype He Bbiwe 25 °C,
XpaHeHnue
18 Shelf life / Cpox rogHocTn 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.

* TIpu BHINYCKE JIEKAPCTBEHHOI0 Npenapara KOHTPOJIbh KA4eCTBA M0 MOKA3aTeJII0
«MHKpPOOHOJIOrHYECKas YHCTOTA» NPOBOIUTCS I Kaxaoh 20-0if cepuu, MM 1St OXHOH CEPHH B TO[,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYIHT paHbIUe.

Remarks : The Product conforms to ND/
[Npumeyanue: [Ipogykt coorBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3axmwuenne: OIOBPEHO

Prepared by /
[Moarorosneno: Nargsh Kumar

‘
o

-~

Checked by /
IIpoeepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /
Opnobpeno: Menemxep || PyxapoauTtens
Ablislick Clhauban | \

'l I

acart

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Harta: 31.08.2022

Reprint Date /
Hara: 31.08.2022

lvs.com

s, Ernail mailid@arreus

604507




