Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTHM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Dkenpecc (keToposiak) TabAETKM, JICTIEpPrupyemble B NojocTu pra, 10 mMr

Batch No / 1 V2201977 Batch Quantity / : 36,00,000 tab /
Cepust Ne Ob6bem cepun 36.00,000 Tab
Analytical Report No / : 890001617688 Date of Analysis / 01.10.2022
AnanuTudeckKuil oTuer Ne Jara anaausa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JaTa npou3BoaCTBA Topen no

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

Pagel1of 7/Crp.1 m37

No i 3
N Test / [lokasaTens Results / PesyabTaThi 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. / Kpyrasie, njiockue Kpyrasle, miockue TabieTku ¢ Gackot,
tabnetku ¢ $packoil, CBETIIO- CBETJIO-KETOro LBETa ¢ IPaBUPOBKOM
)€eJITOro LBETa C TPaBUPOBKOM «l» Ha OAHOM CTOPOHE.
«l» Ha oxHOl cTOpOHE.
2 Identification / IloannaHOCTD

Ketorolac / Kemoponak

a) Byuv/
V@-cnextpodoromeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTphl
MOMIOWIEHHs UCTIBITYEMOTO PacTeopa U
pacTeopa  cTaHAapTHoro  ofpasua
KETOpoJiaka TPOMETaMMHA  HOJDKHbBI
HMMETh MaKCUMYMbI IPU OJHOM ¥ TOM e
JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Mprmeuanue: ITpoayKT COOTBETCTBYET TpeboBannsm HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ankit Ipoeepeno: Ramakant Onobpeno: Menemxkep / PykoBoauTens
|
[ﬁf/ Pawan Kumar Sharma =
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 01.10.2022 Jata: 01.10.2022 Hara: 01.10.2022

Fegistered Office: §-2-337, Road No. 3. Banjara Hills, Hyderabad - 500634, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail¢zdrreddys.com

CIN: L85195AP1984PLCO0O4507
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (keropoak) tabierku, AMCneprupyembie B MOIOCTH pra. 10 mr

Batch No / 1 V2201977 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepHH 36,00.000 Tad
Analytical Report No / : 890001617688 Date of Analysis / 01.10.2022
AHanuTHdeckHii oTuer Ne Jara ananmsa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JlaTa npousBoacTBa Tonen xo

Analysis performed according ND / Anaan3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page2of 7/ Crp. 2 m3 7

| No

No Test / [TokazaTenn

Results / PesyabTaThl

Specification / Hopma

b) By HPLC / B9XX

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 ynepKuBaHHs
OCHOBHOTO TMHKa Ha XpomaTorpaMme
UCILITYEMOTO  pacTBopa  JOJIKHO
COOTBETCTBOBATh BpEMEHH
yIOEP)KUBaHU OCHOBHOTO IIMKA Ha
XpoMartorpaMmme pacTeopa
CTaHAapPTHOTO KeTopoJaka
TpOMETaMHUHA (pazpen

obpa3ua

«KonuuecTtBeHHOE onpezleneHne»).

Remarks : The Product conforms to ND/
[Mpumeuanwe: TMponykT cooTretcTRYeT TpehoBanuam HJI

Conclusion : APPROVED /
Jaxmouenne: OOBPEHO

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

IMoaroroeneno: Ankit INpoeepero: Ramakant OnoGpeno: Menempxep / Pykosoanrens
= oﬁ Pawan Kumar Sharma =

Reprint Date / Reprint Date / Reprint Date /

JMara: 01.10.2022 Jara: 01.10.2022 Jara: 01.10.2022

Registered Office: §-2-337, Raad No. 3, Banjara Hills, Hydewabad - 500034, AP Indin
Tel: 01 40 1900 2900, Fax: 01 44 4900 2906, Email: maikidireddys com

CIN: L85193APT19S4PLCOOASLT
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Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TMpoaykt: Keropon Dkenpece (ketoponak) TabIeTku, AUCHCPrHPYEMbIE B 0JOCTH PTa. 10 mr

Batch No / 1 V2201977 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo0bem cepil 36.00,000 Tad
Analytical Report No / : 890001617688 Date of Analysis / : 01.10.2022
AHannTHYecKHil oTueT Ne Jara ananusa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
Jara npoussoacrsa Tonen g0

Analysis performed according ND / Ananus nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page3of 7/Crp.3 m3 7

No
| Ne
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanHHHOCTD butylhydroxyanisole peaks on the
OyTHIATHAPOKCHAHM3OJI 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). / DBpeMmeHa ynepKuaHuUsd
NMUKOB  2-OyTHIrKIpOKCHaHW30na U
3-GyTUITHAPOKCUAHU30/1a Ha
XpOMaTorpaMme UCTIBITYEMOTO
pacTBOpa IOMKHBI COOTBETCTBOBATD
BpeMeHaM yIepXKUBAHUS NIHKOB
2-6yTHITHAPOKCHAH 3012 u
3-0yTHArHApOKCHAHU30 12 Ha
XpoMaTorpaMMe pactBopa
CTaHJApTHOTO obpasia
OYTHUNTHAPOKCHAHU30N1a (paznen
«Copnepxanne
OyTUIrMAPOKCHAHU30IE»).

Test / [loka3aTeJb Results / PesyabraThl Specification / Hopma

4 Average weight / Cpeansis 69.6 mg / 69.6Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr+4,0 %).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [TpomykT coorsercTyeT Tpedosannsm HJL 3akaouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroropneno: Ankit / ) [Tposepeno; Ramakant Ono6peno: Menemxkep / P?'KoBo,uHTenh

- P K Sh P =
| A/~ M(gﬂ/ awan Kumar Sharma Ao

Reprint Date / Reprint Date / Reprint Date /
Hara: 01.10.2022 Jara: 01.10.2022 Jara: 01.10.2022

Registered Office: 8-2-337. Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@dreddys.com
CIN: L85193AP1984PLCO05GY
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJ3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ = 3Kcnpecc (keToposiak) TabJIETKH, AUCTIEPTHPYEMbIE B NI0JIOCTH pT'1 10 mr

Batch No / : V2201977 Batch Quantity / : 36,00,000 tab /
Cepusi Ne Qo0bem cepin 36,00,000 Tab
Analytical Report No / : 890001617688 Date of Analysis / 01.10.2022
AnannTHyeckuii oryeT Ne JlaTa ananusza

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JlaTta npoM3BOACTBA Tonen g0

Analysis performed according ND / Ananu3 nposegen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page4of 7/Crp. 4u3 7

Tpumeuanue: [IpoaykT cooTeeTcTBYET Tpebosanuam HJL

i.g Test / [loka3zaTeib Results / PesysabTaTsl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
ONHOPOAHOCTL MACChI 2/20 tablets - not more than + 20 % /

18/20 Ttabnerok — ne Gonee =10 %
2/20 Tabnetok — He Gonee + 20 %
5 Disintegration time / 21 sec /21 cex Not more than 3 min / He 6onee 3 MuH
PacnapaemocTb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 104 % Not less than 75% (Q) of
. Ci1sH13NO3°C4H 1NO; (ketorolac
Uni-yiao s i tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 103% | 75% (Q)  CisHisNO3CsHiiNOs
) . (keToposlaka ~ TPOMETaMMH)  Yepes
Unit-4 / Tabn-4 102 % 1St
Unit-5 / Tabx-5 101%
Unit-6 / Tabn-6 101 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JlucnepcHOCTh 710 pm sieve is formed. / O6pasyercs
OJHOPOJHAs CYCIIEH3Hs, NPOXOAAllasn
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3armouenne: OJOBPEHO

Hara: 01.10.2022

Jara: 01.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit [Tpoeepeno; Ramakant Onobpeno: Menemxep / PykoBoantens
d Pawan Kumar Sharma _,.— —~ —
a -
Reprint Date / Reprint Date / Reprint Date /

Hara: 01.10.2022

Registered Office: 8-2-337. Road No. 3. Banjara Hills, Hyderabad - 500634, AT, Indin
Tel: 91 40 4900 2900, Fax: 91 4¢ 4900 2999, Enail: mail¢rdrreddys.com

CIN: LE5193AP1984PLCOGL50T
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIHM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopoa" Dxenpece (ketoposak) TabneTky, AUCIEPrHPYEMbIC B NIONOCTH PTa, 10 mr

Batch No / 1 V2201977 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepuH 36,00,000 Tad
Analytical Report No / : 890001617688 Date of Analysis / 01.10.2022
AHaauTHYeCKHii oTueT No Jdara anaansa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JlaTa mpon3BoAcTBA T'oaen xo

Analysis performed according ND / Ananus nposenen no H/L:

JIT1-004929-011119 (amend Nel from 27.12.2021 / n3amenenune Nel ot 27.12.2021)

Page 50f 7/ Crp. Smu3 7

8 Related impurities / PoacreeHHble MpUMeCH

ketorolac 1-hydroxy analog /
1-ruapokcrananor
KEeTopoJaKa

Below Limit of Detection
(LOD:0.0010%)

ketorolac 1-keto analog/

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

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

1-KeToaHajIor KeTopoJaka 0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHHYHas 0.04%
HeMAeHTHPUUHPOBAHHAA
IpUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boaa 22 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble 0praHu4ecKue pacTBOpHTEIN

Isopropyl alcohol /
Uzonponaxon

08 pg/tab / 08 Mxr B TabneTke

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

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
Zakaiouenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Ankit (‘ )

i

Checked by /

Iposepeno: Ramakant
\

Approved by: Manager/Executive /
Opno6peno: Menemkep / Pykosoaurens
Pawan Kumar Sharma i

B l:w—_- —

Reprint Date /
Hara: 01.10.2022

Reprint Date / -
Jara: 01.10.2022

Reprint Date /
Jara: 01.10.2022

Registered Office: 8-2-337, Road No, 3, Banjara Hi

Tel: 91 40 2900 2900, Tax:

=1

91 40 40t
CIN: Les1y

)35 AP Indis
Bg.UDIn




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTH®UHKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Ketopoi' 'Bhr,npu.c. (KeTOpOnaK) TabNeTKH, ANCIEPrHPYEMbIC B NONOCTH pm 10 mr

Batch No / 1 V2201977 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6bem cepui 36,00,000 Tab
Analytical Report No / : 890001617688 Date of Analysis / 01.10.2022
Anajgurndeckuii oTuer Ne Jara asaanza

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jara npou3BoACTBA Toxen po

Analysis performed according ND / Ananm3s nposexen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 m3 7

[pumeuanue: [pomyxT coorsercrayet TpeboBanusam HJL

11 | Microbial enumeration tests / MukpoGuo/oraueckasi 4ucrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g / T
Count / Obwee uucno Menee 10 KOE/r He Gonee 1000 KOE/r
a3poOHBIX MHUKDO-
OpraHn3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1ee Menee 10 KOE/r He 6onee 100 KOE/r
YUCTO IPOACKEBBIX U
IIECHEBLIX IPUOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyTcTBHEB 1 T
12 Uniformity of dosage units / 2.6 Acceptance value (AV) not more than
OaHOpPOAHOCTL 15.0 / ITpuemouHoe 3Hauenne (AV) He
IO3UPOBAHHUS 6onee 15,0.
13 | Assay/ KoauuecTBeHHoe 9.9 mg/9.9 mMr From 9.0mg to 11.0mg  of
onpejesieHHe (98.7%) C15H3NO3°CsH1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
1 1,0 MT C15H13N03‘C4H11NO3
(ketoponaka TpomeramuH) (ot 90,0 no
110,0 % oOT 3asBNEHHOTO KONUYECTBA) B
TtabneTke
14 | Butylhydroxyanisole 0.0981 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0981 Mr B TabneTke He menee 0,042 Mr B TabaeTKe
Oy THJIrHAPOKCHAHM30.1a
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akmouenue: OJOBPEHO

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

IMoarorosneno: Ankit ) [MposepeHgp; Ramakant Opo6peno: Menemxkep / PYIGQBOJJHTGIH:
& m& Pawan Kumar Sharma A

Reprint Date / Reprint Date / Reprint Date /

Hara: 01.10.2022 Hara: 01.10.2022 Jata: 01.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills.

T4

Hvderabad - 300034, AP, Indin

Tel: 91 40 4900 2900, Fax: 91 44 4900 "‘) >“ Lm"ﬂ mailisdireddys com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJH3A

Product : Ketoro] Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon' Oke l'l|'JLLC (keToposaak) TablieTKn, JMCEPrUpyeMble B NMOJIOCTH p ra, 10 mr

Batch No / : V2201977 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0beM cepun 36,00.000 Tad
Analytical Report No / : 890001617688 Date of Analysis / 01.10.2022
AHaguTHYecKHi oT4yeT Ne JlaTta aHajau3a

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JlaTa npou3BoacTBA Tonen no

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

Page 7of 7/ C1p. Tu3z 7

15 | Package/ Ynakoska 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 Tabnetok B
information leaflet in a carton | Gnucrepe u3 (ITA/AJIITD G
pack. / Tlo 10 Tabnerox B | Brmaromornoturenem/IT3BII) donbru //
oaucrepe w3 (IIA/AJUIID ¢ | (I13/AJT) donbru. Ilo 1 uau 2 GaucTepa ¢
snaronornotutenem/TI2BIT) HHCTPYKLMEHA 10 NPUMEHEHHIO B MAYKy
donsru // (I13/AJ1) doneru. Ilo | xapToHHYIO.

2 GnMcTepa ¢ UHCTpPYKLMER 1o
TIPUMEHEHUIO B nauky
KapTOHHYIO.
16 | Labeling / MapkupoBska According to ND / B cooteeTcTBun ¢ HJT
17 | Storage conditions / Below 25 °C. / I1pu Temneparype He Boie 25 °C.
XpaHeHue
18 | Shelf life / Cpok rognoctu 2 years /2 rozia

* 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 BBINyCKeE JIEKAPCTBEHHOI0 Npenapara KOHTPOJIb KaYecTBa 1o MoKa3aTe o

«MHKpO6HOJIOTHIECKAS YHCTOT» MPOBOJHTCA AU Kau/1oH 20-0if cepun, HiM fis OJIHO}i cepuH B roj,
B 3ABHCHMOCTH OT TOT0, YTO HACTYIIUT PaHbIUE,

Remarks : The Product conforms to ND/
[pumeuanye: [TIpoayKT COOTBETCTBYET TPeOOBAHUAM HI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Ankit

g

Checked by /
IposepeHo: Ramakant

ol

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosonurens

Pawan Kumar Sharma P R

- I'IV"

Reprint Date /
Hara: 01.10.2022

Reprint Date /
Jara: 01.10.2022

Reprint Date /
Hara: 01.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: ©1 40 4900 2900, Fax: 91 49 4900 2999, Email: maili@ dn i\l\
COnIs07

CIN: L85105APT9S4PLL
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