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CERTIFICATE OF ANALYSIS T e
CEPTA®UKAT AHAJI3A N DeR RO

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxkenpece (keToponak) TabaeTku, AMCIEprupyeMbie B NOJIOCTH pTa, 10 mMr

Batch No / 1 V2302623 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0nem cepun 3600000 tab
Analytical Report No / : 890001711035 Date of Analysis / : 12.01.2024
AnaanTnyecknii otuer Ne JarTa ananunsa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara nponssoacTea I'ogen no

Analysis performed according ND / Anasu3s nposexen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, nzmenenune Ne2 or 11.11.2022)

Page1 of 8/ Crp.1m3 8

%’0 Test / Iloka3aTennb Results / Pe3yapTaTs! 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. / Kpymisle, miockue | Kpyrnsle, miockue tabnetku ¢ packoi,
Tabnetkn ¢ (ackoil, CBETIO- | CBETJIO-XKENTOTO 1BETA C [PAaBUPOBKOM
HKENTOro LBETa C IpaBUpOBKOll | «|» Ha omHOM cTOpOHE.
«I» Ha OIHOM CTOPOHE.
2 Identification / [TogTMHHOCTE
Ketorolac / Kemoponax
a) ByuUv/ Complies / CooTBeTcTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cuektps
NOIJIOLIEHHA UCIBITYEMOro pacTBopa M
pacTBopa  CTaHAapTHOro  obpasna
KETOpoJlaka TPOMETaMHHA  JOJIXKHBI
HMETL MAKCHMYMBI IIPH OHOH U TOM xe
JUTHHE BOJHEI (£ 2 HM).

Y®-cnexrpodoromeTpus

Conclusion: APPROVED /
3axmouenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBOAUTENE

Remarks: The Product conforms to ND/

[Tpumeuanne: [Ipoaykt cooTreTcTBYET TpeboBaHusam H]J
Prepared by / Checked by /
Ioarorosneno: Ramakant IIposepeno: Santosh Kumar

Maurya ; @/

Manoj Kumar \ (‘
A% pLa

Reprint Date / Reprint Date / Reprint Date /
Hara: 29.01.2024 MHara: 29.01.2024 Hara: 29.01.2024
Rosiciered Oilice: 0-2-337, Road dle. 2, Banjara Hilis, Hvderabad - 200024, Telangana, ndia
Tol w2 G0 A80D 2800, Fax: +01 40 4800 299, Emzil: mailia direddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

D, Reddy's Laberatories Lid
Forrulation Unit-6

Vill. Khol, Malagarh Road, Baddij,
Disit. Solan, H.P., 173 205, INDiA
Tol: 91 98166 58004-02

v drraddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkcnpece (keroposak) TabaeTkH, AUcrieprupyemsle B OJIOCTH pTa, 10 mr

Batch No / 1 V2302623 Batch Quantity / : 3600000 tab /
Cepua Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 890001711035 Date of Analysis / : 12.01.2024
AnajuTH4yecKHii oTyer Ne JlaTa ananu3sa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npon3BoacTsa I'onen mo

Analysis performed according ND / Anannz nposexen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3smenenne Nel or
27.12.2021, usmenenue Ne2 or 11.11.2022)

Page2 of 8§ /CTp.2 u3 8

No

Test / ITokazaTens
No

Results / Pe3ynbTats!

Specification / Hopma

b) By HPLC / BOXKX

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 yacpXKUBaHUA
OCHOBHOTO MHKa Ha Xpomarorpame
HCIBITYEMOrO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHHU
yIOEep)KUBaHHS OCHOBHOTO IHMKa Ha
XpoMaTorpaMmme pacTBopa
CTaHgapTHOro o6pasna KeTopoJjiaka
TpoMeTaMHHA (pazmen

«KoJIHUECTBEHHOE OTIpeNieNICHUE).

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykr coorBercTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
IMoaroroenexo: Ramakant

¥

Checked by /
ITpoeepeno: Santosh Kumar

Maurya @‘

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoauresis

Manoj Kumar - )
%@}u(,

Reprint Date /
Jara: 29.01.2024

Reprint Date /
Hara: 29.01.2024

Reprint Date /
Jata: 29.01.2024

Rogistored Gffice:

©-2-337, Read Ne, 3, Banjara Hills, Hyderabad - 500024, Telanzans, hdia
Tels+91 40 4800 2900, Faxs +81.40 450 46, Email: maili@drreddyvs,com
Ciidds L PLICOAL0Y

wiwnw drreddys,cem
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkenpecc (keToponak) TableTky, JUcneprupyeMble B IIOJI0CTH pTa, 10 Mr

Batch No / : V2302623 Batch Quantity / : 3600000 tab /
Cepus Ne O06bem cepun 3600000 Tab
Analytical Report No / : 890001711035 Date of Analysis / : 12.01.2024
AHaJIHTHYECKHI oTyeT No JlaTa ananu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara mpou3BoacTBa T'onen oo

Analysis performed according ND / Ananns nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page30of§/Crp.3u3 8

1;.00 Test / Iloxa3arens Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IlognHHHOCTDL butylhydroxyanisole peaks on the
Oy THJACHAPOKCHAHU30JT 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
MUKOB  2-OYTHITHOPOKCHAHU30IA U
3-6yTWITHIPOKCHAHU30JIA Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBOpa JIOJDKHBEI COOTBETCTBOBATh
BpeMeHaM yIepKUBaHHA MIHUKOB
2-6yTHIrHAPOKCHAHH30M2 "
3-6yTUATHAPOKCHAHU301a Ha
XpomaTtorpamme pacrBopa
CTaHJAPTHOTO obpasiia
6YTUNTHIPOKCHaHU30]1a (paznen
«ConepxaHue
OYTHITHIPOKCUAHU30T1a»).
4 Average weight / Cpeansas 68.8 mg / 68.8 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca Ot 67,2 mr no 72,8 Mr (70,0 Mmr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: I[poaykr cootBercTByeT TpeboBanusm HJJ 3axmwyenne: OJOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ramakant ITpoeepeHo: Santosh Kumar | Ono6peno: Menemxep / Pykosoautesns
‘;J Maurya @l/ Manoj Kumar t,,gu L f
/ - i H_i___,
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.01.2024 JHara: 29.01.2024 Jlara: 29.01.2024

34, Telangana. india
pdddys

. Hyderabad - 20¢
4¢, Erail: mailidg
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khot, Malagarh Road, Baddii,
Distt, Solan, H.P, 173 205, INDiA
Tel:+91 83166 56001-02
vnndrreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpecc (keToposnak) TabieTku, JUCIEprHpyemMble B MOJIOCTH pTa, 10 mr

Batch No / 1 V2302623 Batch Quantity / : 3600000 tab /
Cepua Ne O6neM cepul 3600000 Tab
Analytical Report No / : 890001711035 Date of Analysis / : 12.01.2024
AHaJTHTHYECKHH oTueT Ne Jlara anaau3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npoH3BoAcTBa T'open no

Analysis performed according ND / Ananaus nposenen mo HJL:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page4 of 8/ Crp. 4 u3 8

i.oo Test / IlokazaTenb Results / PesynbpTatsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTB MACCHI 2/20 tablets - not more than + 20 % /

18/20 Ttabnmetok — He Oonee £ 10%
2/20 tabnetox — He Gonee = 20 %

5 Disintegration time / 00 min 25 sec / 00 MuH 25 cex Not more than 3 min / He 6onee 3 Mun
PacnagaeMocTb

6 Dissolution / PacTBopenue Unit-1/ Ta61-1 99% Not less than 75% (Q) of

. C15H13NO3+C4H 1 NO; (ketorolac
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 101% 75% (Q)  CisHisNOs*CeH1iNOs

] . (keToponaka  TPOMETaMHUH)  4epes
Unit-4 / Tabn-4 97% 15 mMun
Unit-5 / Tabn-5 97%

Unit-6 / Tabn-6 98%

7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a

JlucnepcHOCTD 710 pm sieve is formed. / O6pasyetca
OIHOPOIHAA CYCIICH3HA, IIPOXOAsIas
CKBO3b CHTO C pa3MepoM OTBEPCTHHI
710 MKM.

Remarks: The Product conforms

[MTpumeuanue: IIponykT cooTBeTcTBYET Tpebosanuam HJ

to ND/

Conclusion: APPROVED /
Zaxaouenune: OJOBPEHO

Prepared by /
IMoarororneno: Ramakant

byl

Checked by /
ITposepeno: Santosh Kumar

Maurya W
=

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoaurtens
Manoj Kumar

el

Reprint Date /
JHara: 29.01.2024

Reprint Date /
Jara: 29.01.2024

Reprint Date /
Jata: 29.01.2024

CIN: LE5195AP19B84PLI005507

wwaw drreddys com

Registored Office: 3-2-337, Read No, 2, Banjara Hills, Hyderabad - 500034, Telanzana, Indig

Tol: 201 40 4900 2900, Fax: 91 40 4300 2999, Email: mall@drreddys.com
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CERTIFICATE OF ANALYSIS ot e
CEPTUOUKAT AHAJIN3A W drreacys.cam

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkenpece (keroponak) TabneTku, AUCIeprupyeMble B II0J0CTH pTa, 10 Mr

Batch No / : V2302623 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 tab
Analytical Report No / : 890001711035 Date of Analysis / : 12.01.2024
AHANHTHYECKHIH 0TYeT No Jlara ananauza

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JdaTa npon3BoacTBa Togen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, n3menenue Ne2 or 11.11.2022)

Page 5Sof 8/ Crp. Suz §

8 Related impurities / PoncTBeHHbIe IpUMecH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %

1-rugpokcuananor Huxe npenena o6uapyxenus (10 =
KeTopoaka 0.0010%)
ketorolac 1-keto analog/ 0.07 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHanor KeTopoaaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
e THHIIHAS
HeHICHTU)HUIUPOBAHHAS
IpUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 2.6 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouHbI€ OPraHU4ecKHe PACTBOPUTE/H
Isopropyl alcohol / 8 pg/tab/ Not more than 350 pg/tab /
Hzonponanon 8 MKr B TabneTke He 6onee 350 Mkr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumedanue: IIponykT cooTreTcTRYET TpeboBanusaM HJJ 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarororneno: Ramakant IMposepeno: Santosh Kumar | Omo6peHo: MeHemxkep / Pykosoaurens
Maurya » Manoj Kumar ) )
Reprint Date / Reprint Date / Reprint Date /
Jarta: 29.01.2024 Jara: 29.01.2024 Hara: 29.01.2024

5-7-337, Road Mo. 3, Banjare arabad - 500034, Telangana, India
LG00 2900, Fax: #9120 68 E il mail@drreddys.com
Clid; 185 LCO04507

v direddys.com

Registered Office:

Tl +31 40

Hills, Hyd
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

vill. ¥hol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
c+91 98156 56001-02
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CEPTUDPUKAT AHAJIM3A

ddys.com

wwwedrre

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Kertopon® Oxenpece (ketoposak) TabneTky, AMCIeprupyemble B MOJIOCTH pra, 10 Mr

Batch No / 1 V2302623 Batch Quantity / : 3600000 tab /
Cepus Ne O6BeM cepun 3600000 Tab
Analytical Report No / : 890001711035 Date of Analysis / : 12.01.2024
AHaJMTHYECKHH oTUeT No Jara anajansa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JlaTa npon3BoacTBa T'oxen mo

Analysis performed according ND / Ananus nposeaen mo HJI:

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 6 of 8 / CTp. 6 13 8

11 | Microbial enumeration tests / Mukpo6uoJiornueckas 4ucrora™
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee 4yucno He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6onee 100 KOE/r
YKCIO JPOXOKEBBIX U
IUIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHE B 1 T
12 | Uniformity of dosage units / 2.2 Acceptance value (AV) not more than
OaHopoaHoCThL 15.0 / IlpuemouHoe 3HaueHUe (AV) He
A03HPOBAHUSA 6onee 15,0.
13 Assay / KoinuecTBeHHOE 9.8 mg /9.8 Mmr From 90mg to 11.0mg of
onpeaeeHue (97.9 %) Ci5sH13NO3+*C4H; 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 Mr C15H13NO3°C4H11NO3
(keroponaka TpoMetamuH) (ot 90,0 1o
110,0 % OT 3as1BJIeHHOTO KOJMYECTBa) B
Tabnetke

Remarks: The Product conforms to ND/
IMpumeuanwue: HponykT cooTBeTcTBYET TpebopaHusM HJI

Conclusion: APPROVED /
3akmwuenue: QJJOBPEHO

Prepared by /
IMoaroroeieno: Ramakant

bl

Checked by /
Ipoeepeno: Santosh Kumar

Maurya @ y
A

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurtenb
Manoj Kumar

Reprint Date /
Hata: 29.01.2024

Reprint Date /
Jara: 29.01.2024

Reprint Date /
Jara: 29.01.2024

Resistered Office: 8-2-237, Road Mo. 3, Banjera Hills, Hyderabad - 500034, Telangana, india

Tl +91 40 4900 2200, Fax: +91 20 420

CIN: L85195A

COP

APLCOCASCT

weavdrreddys.com

2999, Email maili@drraddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lud,
Formulation Unit-5
Vill. Khol, Nalagarh Road, Badcii,

CEPTUO®UKAT AHAJIM3A

Distt, Solan, H.P., 173 205, INDiA
Tel 491 8 56001-02
v direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrt: Keropon® Dxenpece (keToponak) TabneTky, AUCIEPrupyeMBbIe B II0J0CTH pTa, 10 Mr

Batch No / : V2302623 Batch Quantity / : 3600000 tab /
Cepns Ne O6beM cepuH 3600000 Tab
Analytical Report No / : 890001711035 Date of Analysis / : 12.01.2024
AHaauTHYecKHi oTyer N2 JlaTa ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JlaTa mpoH3BOACTBA TI'onen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot

27.12.2021, uszmenenne Ne2 or 11.11.2022)

Page 70f 8/ Crp. 7u3 8

14

Butylhydroxyanisole
content / CoaepxaHnune
Oy THJIrHAPOKCHAHH30J1A

0.0956 mg/tab /
0.0956 mr B TabieTKe

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabieTke

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 Tabnerox B
onucrepe w3 (ITA/AJIIID ¢
piaronornorutenem/[19BIT)
donsru // (II3/AJI) doneru. Ilo
2 6nucTepa ¢ MHCTPYKLKEH no
NPYMEHEHHUIO B nayKy
KapTOHHYFO.

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 6auctepe w3 (ITIA/AJI/IID ¢
snaronornoturenem/[13BII) donsru //
(TI3/AJT) doneru. Io 1 umu 2 6aucTepa
¢ HWHCTPYKUMEW MO0 TNPHMEHEHHIO B
NayKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B coorsetcTtBuu ¢ HJ{

17

Storage conditions /
XpaHenne

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

18

Shelf life / Cpok roanocT

2 years / 2 ropa

* 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 BLINYCKE JIEKAPCTBEHHOTO NPENapara KOHTPOJIb Ka4ecTBa N0 nokasaTelo «Mukpobuonornieckas
YHCTOTA» UPOBOAMTCH /st KAXA01 20-01 cepHH, UMK IS OAHON CEPHM B [0, B 3ABUCUMOCTH OT TOTN, UTO
HACTYIHUT paHbllle.

Remarks: The Product conforms to ND/
IMpumeuanne: Ipoaykr cooTBeTcTBYET TpeboBanuam H/J

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToarotoeneno: Ramakant

Checked by /
[Ipoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaureb

\’J Maurya \ Manoj Kumar e (
@V‘\/ m }"m]‘u e
Yol 1

Reprint Date /
Jara: 29.01.2024

Reprint Date /
Jata: 29.01.2024

Reprint Date /
Jara: 29.01.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India

ol +01 40 4900 2600, Fax: +41 20

CHY: L8R LO5AP1U84PLCC0AE07

waww dreddys.cem

4500 2964, Email; maili@direddys,.com
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Vil ihot, Malagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDHA
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CERTIFICATE OF ANALYSIS Tel 1 #91 98156 56001-02

CEPTHOUKAT AHAJIM3A

wewwsdireddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Ketopon® Dkenpece (keToponak) TabeTkH, AHCTIEPrUpyeMble B I0JI0CTH pTa, 10 Mr

Batch No / 1 V2302623 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 890001711035 Date of Analysis / : 12.01.2024
ApanuTnyecknii oTyer Ne JaTta aHau3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JdaTta npon3BoacTBa T'open no

Analysis performed according ND / Anann3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot
27.12.2021, namenenune Ne2 or 11.11.2022)

Page 8 of 8 / Crp. 8 u3 8

API name / HaumenoBanune A®C:

Ketorolac tromethamine / Keroponaka

Homep cepum cyGeTanuuu npoussoautens IJIP:

TPOMETAMUH
INN / MHH: Ketorolac / Keroponak
APT manufacturer hatech numher /
0
Homep cepnu npoussoautens ADC: ARQHONARS
FP Manufacturer API Batch number / FEQA00574

API Manufactured by & country /
Hpoussoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penu'c JJabopatopuc JIta., Muaus

Remarks: The Product conforms to ND/
INpumeuanne: IIpoaykT coorBeTcTBYeT TpeboBanusaM HJI
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