Dr.Reddy’s Qf‘

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: KeTopon™ Dkcnpece (keroponak) TableTky, AUCTIEPrUpyeMbIE B TOJOCTH pTa, 10 Mo

Batch No / : V2201657 Batch Quantity / : 36,00,000 tab /
Cepus Ne Obnem cepun 36,00,000 Tab
Analytical Report No / : 890001608733 Date of Analysis / 1 18.08.2022
AHanuTH4ecKHif oTyeT Ne Jlara anannza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
Jarta nponspoacTea I'ogen no

Analysis performed according ND / Ananus nposeaen no HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page 1 of 7/Crp. 1 u3 7

| No e
No Test / [TokazaTenn Results / PeaynabTaThl 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. / Kpyrasle, nnockue Kpyrnsle, nnockue tabnetku ¢ dackoi,
TabneTky ¢ dackoii, cBeTIO- CBETJIO-XKEJTOro L[BETa C IPaBUPOBKOIL
AENTOro LBETA C TPAaBUPOBKO «l» Ha oaHOIi cTOpOHE.
«» Ha OIHOI CTOpOHE.

2 Identification / [ToanunHOCTH

Ketorolac / Kemoponax

a) ByUv/

Y®-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
MOrJIOLIEHUST UCTTLITYEMOTO PacTBOpa M
pacteopa  craHpaptHoro  oOpasia
KETOpOJiaKa TPOMETAMUHA  JOJKHBI
HUMETb MAKCUMYMBI [IPH OAHOH U TOMH xe
IUTMHE BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykr cootsercTByeT TpeboBanusM HJT

Conclusion : APPROVED /
3akmwouenune: OJIOBPEHO

Prepared by /
IMoarorosyieno: Ankit (-

A

j o

Reprint Date /
Jara: 18.08.2022

Checked by /
[Tpoeepeno: Pardeep Kumar

==

Reprint Date /
Jara: 18.08.2022

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykosoaurens

Amit Kumar N—
—

Reprint Date /
Hara: 18.08.2022

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




Qe
Dr.Reddy’s ‘,‘.’

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIM3A

'Product : Ketorol Exp?ess (ketorolac) Orally Disﬁegrating Tablets 10 mg
Hpoaykt: Ketopon" Dkenpece (keToponak) tabneTku, qucnepriupyemsle B nonocTd pra, 10 mr

Batch No / : V2201657 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6nem cepun 36,00,000 Tad
Analytical Report No / : 890001608733 Date of Analysis / : 18.08.2022
AnaauTuyecKuii oruer Ne JlaTa ananun3za

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTta npousBoacTBa TI'ogen oo

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

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

Page2 of 7/Crp. 2 u3 7

No

N Test / ITokasaTenn Results / PeyabTaThl

Specification / Hopma

b) By HPLC / B3XX 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). / Bpema yaepxuBaHus
OCHOBHOIO MNUKAa HAa XpoMaTorpamme
JICTILITYEMOTO ~ pacTBopa  JIOJIKHO

COOTBETCTBOBATh BpeMeHHN
yINepKUBaHUA OCHOBHOTO TMKa Ha
XpoMaTorpamme pacTBOpa
CTaHmapTHOro ofpasla KeTopoJiaka
TpOMeTaMHHa (paznen

«KonuuecTBeHHOE ONpeleNIEHHEY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanwue: [Iponykr cooreercTByeT Tpebopanusm HJ[ 3axiouenue: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Ankit _ . IMpoepeno: Pardeep Kumar Onobpeno: Menempiep / Pykoroauresib

C f\ ; t Amit Kumar AN

= — | e

Reprint Date / Reprint Date / Reprint Date /
Jara: 18.08.2022 Jara: 18.08.2022 Jara: 18.08.2022

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
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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

CEPTUOPUKAT AHAJIMU3A

a

IIpoayxr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 ﬁg
Okcnpecc (keToposnak) TabjaeTku, Aucreprupyemble B nonocty pra, 10 mr

Batch No / : V2201657 Batch Quantity / : 36,00,000 tab/
Cepust Ne O0Bem cepuu 36,00,000 Tab -
Analytical Report No / : 890001608733 Date of Analysis / 18.08.2022
AHanuTHYecKHH oTyeT Ne JdaTa ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jara npousgoacTBa I'onen no

Analysis performed according ND / Ananu3s nposegen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page3 of 7/ Crp. 3u3 7

1;.? Test / IlokasaTennb Results / Pe3yabTath! Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The retention times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanHHHOCTD butylhydroxyanisole peaks on the
Oy THJIrHAPOKCHAHU30J1 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 ynepXKUBaHUA
NUKOB  2-OyTWIATHAPOKCHAHM3ONA M
3-OyTUNrHAPOKCHAHU301a Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBOopa NOJDKHbI COOTBETCTBOBATh
BpeMeHaM YAEpXKHUBAHUS MHKOB
2-0yTUATHIPOKCHAHU301a U
3-0yTUArMAPOKCHAHHU30J1a Ha
XpoMaTorpaMme pacTBopa
CTaHAAPTHOTO obpazua
OyTHUNTHAPOKCHAHU30Ia (paznen
«CopnepxaHue
OYTUITMIPOKCHAHU30J1a»).
4 Average weight / Cpennsis 69.4 mg/ 69.4 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2mMr no 72,8 Mr (70,0 Mmr+ 4,0 %).

Remarks : The Product conforms to ND/

[Tpumeuanue: IIpoaykT cooTBetrcTBYeT TpeboBanvsaM HJJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
llonroroenexo: Ankit

Checked by /
Ilpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Unoopeno: Menenxep / PykoBoaAUTEIb

Amit Kumar A N

Reprint Date /
Hara: 18.08.2022

Reprint Date /
Jara:

18.08.2022

Reprint Date /
Jara: 18.08.2022

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 Ltd.
Formulation Unit-6

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

CEPTUPUKAT AHAJIM3A

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

]

Hpoaykr: Ketopon® Dkenpecc (keToposak) TadeTkH, AnCnepriupyemMble B onoCcTH prd, 10 Mr
Batch No / : V2201657 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06BeM cepun 36.00,000 Tab
Analytical Report No / : 890001608733 Date of Analysis / 18.08.2022
|AHannTHYeCKH# oTUeT No JaTa anannza

Date of Manufacture / : Aug.2022 Date of Expiry/ Jul.2024
JlaTa npou3BOACTBA Foxen no

Analysis performed according ND / Ananns nposeaen no HJI:

JIN1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Pagedof 7/Ctp. 4mu3 7

1;.:) Test / [lokasaTeas Results / PezynbTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET " 18/20 tablets - not more than + 10 %
OOHOPOAHOCTE MACChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Gonee + 10 %
2/20 TabneTok — He 6onee + 20 %
5 Disintegration time / 19 sec / 19 cek Not more than 3 min / He 6onee 3 Mun
PacnanaemocTb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 100% Not less than 75% (Q) of
. C15H13NO3°C4H  (NO; (ketorolac
IORii=20 atn=2 98% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 99% 75% (Q)  CisHisNO3*CsH11NO;
. . (keTopoyaka  TPOMETaMHMH)  H4€pE3
Unit-4 / Tabn-4 96% 15 Mun
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / OGpasyeTcs
ONHOPOIHAS CYCIEH3Us, NPOXOMsilas
CKBO3b CHTO C pPa3MEpoOM OTBEPCTHUM
710 MxM.

Remarks : The Product conforms to ND/
Tpumeuanue: IIpoaykT cooteeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Zaxatouenne: OMOGPEHO

Prepared by /
INoaroroeneno: Ankit (A

Checked by /
Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoaurens

Amit Kumar 'L\ _‘__1\//&,{,.~ ,
v

Reprint Date /
Jara: 18.08.2022

Reprint Date /
Jara: 18.08.2022

Reprint Date /
Jara: 18.08.2022

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 Ltd.
Formulation Unit-6

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

CEPTUDPHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon"™ Dkcripece (keToposak) TabaeTkH, AMCNEPrupyeMble B MONocTy pra, 10 mr

Batch No / 1 V2201657 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61bem cepun 36,00,000 Tab
Analytical Report No / : 890001608733 Date of Analysis / 18.08.2022
ABpaanTuueckuii oruet Ne JaTta anannza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jata npousBoicTBa I'onen no

Analysis performed according ND / Anaans nposeaen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

PageSof 7/ Crp. Suz 7

8 Related imp;ritﬂas / PoacTBenHbIe npumMecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuaHaior
KeTopoJsaka
ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He 6onee 0,5 %
1-KeTOaHANOT KeTOpOIaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eMHUY Hasl
HeMaeHTHOHUHPOBaHHAA
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumMmecei

9 Water / Bona 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHuyecKHe pacTBOPUTENH
Isopropyl alcohol / 5 pg/tab / 5 Mkr B TabneTke Not more than 350 pg/tab /
H3zonponaHo He 6onee 350 MKr B TabneTke

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeuanue: IpoaykT cooTBeTcTBYET TpeGoBaHuaM HJL

Zaxmouenne: OJJOGPEHO

Prepared by /
[Toaroroeneno: Ankit

Checked by /
IpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens

Amit Kumar .
S

Reprint Date /
Hara: 18.08.2022

Reprint Date /
Jlata: 18.08.2022

Reprint Date /
Jata: 18.08.2022

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 Ltd.
Formulation Unit-6

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

CEPTH®IKAT AHAJH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 m_g
Hpoayxt: Ketopon" Dxenpece (KeTopoJiak) TabaeTKy, ANCIEPrupyemMble B ONOCTH pTa, 10 mr

Batch No / 1 V2201657 Batch Quantity / : 36,00,000 tab /
Cepus Ne ObBem cepuu 36.00.,000 Tab
Analytical Report No / : 890001608733 Date of Analysis / 18.08.2022
AHAIUTHYECKHH oTueT Ne Jlara ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTa npous3BoacTBa T'ogen po

Analysis performed according ND / Ananus nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Ctp. 6 13 7

11 Microbial enumeration tests / MukpoGuosoraueckas 4ucrora™
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee yucio Menee 10 KOE/r He Gonee 1000 KOE/r
a’poOHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO NPONKIKEBBIX K
IJIECHEBBIX MPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCcyTCTBYET OtcyTtctBue B 11
12 | Uniformity of dosage units / 5.7 Acceptance value (AV) not more than
OaHOpPOAHOCTH 15.0 / IlpuemouHoe 3HaueHue (AV) He
AO3UPOBAHUSA 6onee 15,0.
13 | Assay/ KonunyecTBeHHOE 9.7mg /9.7 Mmr From 90mg to 11.0mg  of
onpeaejeHne (96.8 %) CisH13NO3+C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr 10
1 1,0 MTr C15H13NO3‘C4H1|NO3
(ketoponaka tpomeramuH) (ot 90,0 no
110,0 % OT 3asBJIEHHOTO KOJIHYECTBa) B
TabneTtke
14 | Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0943 mr B Tabnerke He menee 0,042 mr B TabneTke
OyTHITHIPOKCHAHH30/1a

Remarks : The Product conforms to ND/
IMpumeuanue: TTponykT conTreTeTRYeT TRehORAHWAM HIT

Conclusion : APPROVED /
akaigenne; OJIOGPEHO

Prepared by /
TMoarorosneHo: Ankit

Checked by /
IMTpoeepeHo: Pardeep Kumar

.

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoguresb

Amit Kumar | * \—
e

Reprint Date /
Hara: 18.08.2022

Reprint Date /
Jara: 18.08.2022

Reprint Date /
JHara: 18.08.2022

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

wwnw drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolaé) Orally Ijisir_lte_grating Tablets 10 nTg
Hpoayxr: Ketopon™ Dkenpece (keToponak) TabneTKH, AUCMIEPrUPYEMbIE B 10J10CTH pTa, 10 Mr

Batch No / : V2201657 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001608733 Date of Analysis / 18.08.2022
Anagurudeckuii oTyer Ne JMarTa ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTta npou3BoacTBA T'open no

Analysis performed according ND / Ananu3s nposenex 1o HA:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenune Nel or 27.12.2021)

Page7of 7/ Crp. 7n3 7
10 tablets in a blister of (PA/AL/PE with

in a blister of
with

15 Package / YnakoBka 10 tablets

(PA/AL/PE
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
onucrepe u3z (IA/AJITID ¢
Bnaronornoturenem/I[13BI1)
donsru // (I13/AJ1) donwru. Ilo
2 6auctepa ¢ MHCTpYyKLUEHR Mo
NpPUMEHEHHIO B nayKky
KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTok B
onucrepe u3 (ITA/AJITID c
piaronoraoruteneM/I13BI1) donsru //
(II3/AJT) donsru. Mo 1 wny 2 6aucTepa c
WHCTpYKLMEH MO NPUMEHEHHIO B Nauky
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cooteetrctBum ¢ HJ|

XpaneHue

17 | Storage conditions /

Below 25 °C. / Ilpu Temnepatype He Bbiie 25 °C.

18 | Shelf life / Cpok roauoctu

2 years / 2 roza

* 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 BbIyCKe JIEKAPCTBEHHOI0 MpenapaTa KOHTPOJIb KA4eCTBAa 10 0Ka3aTe 0
«MHKPOGHONOTHYECKAS YHCTOTA» NPOBOAUTCS A5 KaxIoH 20-0if cepum, HIM JJIs OJHOH CEpUH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYIIMT paHblIle.

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHHuAM HJJ

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
[MoarorosneHo: Ankit

Checked by /
Iporepeno: Pardeep Kumar

= ot —

Approved by: Manager/Executive /
Onobpeno: Meneazep / Pykosoaunrens
Amit Kumar AN—

N
¥

Reprint Date /
Jarta: 18.08.2022

Reprint Date /
Jara: 18.08.2022

Reprint Date /
Hara: 18.08.2022

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
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