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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

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

vill. Kho!, Nalagarh Read, Baddi,
Diste. Soian, H.P., 173 205, INBIiA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Keropoa® Ixcenpece (keTopoaak) TabaeTKH, AMCOeprupyeMble B 0JI0CTH prTa, 10 mr

Market / Peinok :Russia / Poccus -

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne & 2V O0bem cepun " 3600000 Tab

Analytical Repovrt No/ - 890001819280 Date of Analysis / . 30.06.2025

AHanuTHuecknii oTuer Ne JlaTa ananu3za

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027

Jara nponsBoacTea L'ogen o ]

Mfg. License No. / . o

IIpousBoacTBeHHas - MNB/05/263 MA number: / : JIII-Ne(004669)-(PT -
Homep PY RU)

Jannen3zusa Ne

Analysis performed according ND:

/ Anaans nposegen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page10f9/Crp. 1139

NNOO Test / [lokazaTenb Results / Pe3ysabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrnsie niockue
TabneTku ¢ dackoi, CBETIO-
HEJITOrO LiBEeTa C TPaBHPOBKOIA
«l» Ha onHOI cTOpOHE.

with """ debossed on one side. / Kpyrnsie
ockue TabJeTkd ¢ ¢ackoif, cBeTsio-
JKENITOTO LBETa C TIPaBUPOBKOH «l» Ha
OJIHOM CTOpPOHE.

2 Identification / Unentnduxanus

Ketorolac / Kemoponax

Complies / CooTBEeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / Y®-cnexTpsl MOTJIOHMIEHHS
UCOBITYEMOro pacTBOpa W pacTBOpa
CTaHOapTHOro  ofpasia  KeTopojaka
TpOMETaMHHa JOJIXKHBI HUMETh
MaKCHMYMLI TIpH OAIIOH M Toil ke Anuie
BOJIHBI (£ 2 HM).

Remarks: The $roduct conforms to ND/

IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanusam HJ|

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ramakant

.

Checked by /

IIpoeepeno: Pardeep Kumar

Amit Kumar

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

Reprint Date /
Jata: 30.06.2025

Mot ——

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
®. Formulation Unit-&
Dr, Reddy,s .. Vill. Khol, Nalagarh Read, Baddi,
‘ Distt. Solan, H.P., 173 205, INDi4
CERTIFICATE OF ANALYSIS  7./: 101 08165 5600102
CEPTUOUKAT AHAJIN3A www.drraddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixenpece (keTopoak) TaGiIeTKH, AHCHEPrHPYEMbIe B M0J10CTH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne + V2501307 O6bem cepun " 3600000 Tab
Analytical Rep03't No/ - 890001819280 Date of Analysis / - 30.06.2025
AHajguTHYecKHii oTdeT No JaTta ananuza
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
Jdata npon3BoacTBa I'ogen no
Mfg. License No. /

. MA number: / . JII-Ne(004669)-(PT -
IIpousBoacTBEHHASN : MNB/05/263 Howmep PY " RU)

JIHUeH3HA Ne -
Analysis performed according ND: / Ananus nposeaen mo H: JITT-Ne(004669)-(PT-RU)-19022

Page2of 9/Crp.2 139

| No

No Test / [lokazaTenn Results / PesyasTatsi Specification / Hopma

Complies / CooTBeTCcTBYET 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 ynepxuBaHus
OCHOBHOTO HMKa Ha Xpomarorpamme
UCIBITYEMOTO pacTtBopa TOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBAHUS
OCHOBHOrO TMHKa Ha XpoMmarorpamme
pacTBopa CTaHAapTHOTO o6pasua
KeTopoJlaka  TpoMmeTamMuHa  (pazpen
«KonuuecTBeHHOE OTpe/IeNIeHHEN).

Remarks: The Product conforms to ND/ Conclusion; APPROVED /
Ipumeyanue: IIpoaykr cooTBeTcTBYET TpeboBaHMsM HJT 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoxarotosneno: Ramakant Ilposepeno: Pardeep Kumar | Omobpeno: Menemxep / PykoBogurens

%‘@J’ _ =i Amit Kumar
N

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.06.2025 Jara: 30.06.2025 Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Qe
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Product : Ketorol Express (ketor(ﬁa Orally DisiTlteg_rating Tablets 10 mg

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

vill. Kho!, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA

L0 QARG Cn TENNT 07
SBCLVF 4

CERTIFICATE OF ANALYSIS ..
CEPTUDPUKAT AHAJIM3A

Tt . Jd 0O oVu

www.drraddys.com

Ipoayxr: Keropoa® Jxcupecc (KeToposak) Tab/ieTKH, JHCIEPrupyevble B N010CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepnsa Ne - V2501307 O6Bem cepnn ' 3600000 Tab

Analytical Repovrt No/ - 890001819280 Date of Analysis / . 30.06.2025

AHauTHYeCcKMH oTHeT Ne JaTa ananuza

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jarta npou3BoaACTBA I'open o

Mfg. License No. /

ITpounsBoacTBeHHas : MNB/05/263 S humb e . JII-Ne(004669)-~(PT-
Homep PY RU)

JuneHzust Ne

Analysis perforr;ed according ND:

/ AHAJIM3 NpoBe/ieH MO0 HII JIII-Ne(004669)-(PT'-RU)-190224

—

Page30f9/Crp.3m39

No

No Test / Moka3aTenb

Results / PezyabTaThi

Specification / Hopma

Butylhydroxyanisole /
bymuneudporxcuanuzon

Complies / CooTBeTCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole —peaks on

and
peaks on

butylhydroxyanisole
butylhydroxyanisole

«CoaepxaHue
OyTHITHIPOKCHAHU30MIA» ).

2-
3.
the

chromatogram of the test solution should
correspond by the retention times to 2-

3.
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yIepKUBaHHUS MHKOB
2-6yTHITHAPOKCHaHU301a "
3-6yTHIrHOPOKCHAaHU30JIa Ha

XpoMaTorpaMme HCIIBITYEMOI'O pacTBopa

IODKHBI  COOTBETCTBOBATh  BpEMEHaM
YIAEpKHBAHHA NHKOB
2-6y TUNTHAPOKCHAHU30M1a u
3-6yTUNTUAPOKCHAHU30M1a Ha

XpOMaTorpamMMe pacTBOpa CTAHAAPTHOTO
obpasua 6yTHAruapokcuaHus3ona (pasaen

Remarks: The Product conforms to ND/
IMpumeyanue: Ipoaykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
Sakawyenune: OJOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

i

Checked by /
IIpoBepeno: Pardeep Kumar

< —

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / PyxoBoauresb
Amit Kumar

Reprint Date / \

JHara: 30.06.2025

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Mara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1984PLLCO04507

www.drreddys.com



S Dr. Reddy's Laboratories Ltd.
? @ Formulation Unit-6
Dr‘ Reddy S ‘.. Vill. Khot, Nalagarh Read. Baddi,
’ Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS .. .q1 021655400100

CEPTI/I(I_)I/IKAT AHAJIN3A www.drraddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg FT
IIpoaykr: Keropoa® Dxenpecc (KeTopoJak) TabJeTKH, AHCHEepripyemMble B 0JI0CTH pTa, 10 Mr |
| Market / PoiHOK :Russia / Poccus
Batch No / . V2501307 Batch Quantity / 3600000 tab /
Cepus Ne ' O6bem cepuu " 3600000 Tab
Analytical Repourt No/ - 890001819280 Date of Analysis / - 30.06.2025
AHajuTHYecKHiT oTuer No JlaTa anannza
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
Jata npousBoacTBa I'ogen xo
Mfg. License No. /
ITpounsBoacTBeHHAR : MNB/05/263 MADumber/ : JIII-Ne(004669)-(PT -
Homep PY RU)
JIHIeH3Hs Ne _ |
Analysis performed according ND: / Anann3s nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
- Page4 of9/Crp. 4139
1;.3 Test / IMokazaTens Results / PezynnTaThi Specification / Hopma
3 Average weight / Cpenuss 69.7 mg / 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca . Ot 67,2 mr go 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBEeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOPOAHOCTh MACCHI 2/20 tablets - not more than £ 20 %. /
18/20 Tabnerok — He Oomnee = 10 %;
2/20 tabnetok — He 6onee = 20 %.
4 Disintegration time / 00 min 16 sec / 00 muH 16 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnanaemocts
5 Dissolution / PacTBopenne Unit-1/ Tabn-1 98 % Not less than 75% (Q) of
. Ci5H13NO3+C4H ]NO; (ketorolac
air2yraln= 98 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97 % 75 % Q C15H3NO3*C4H,1NO;
) (xeToponaka TpoMeTaMHH) yepe3 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 99 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Iponykr cootBeTcTRBYET TpeboBanusam HJJ 3akaoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioaroroeneno: Ramakant '\“ IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBogutens
HM k/ f Amit Kumar

Reprint Date / : Reprint Date / Reprint Date /

Hara: 30.06.2025 Hara: 30.06.2025 Hara: 30.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":
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Dr. Reddy's Laboratories Lid,
Formulation Unit-6

vill. Kno!, Nalagarh Read, Baddi,
Distt. Scian, H.F,, 173 205, INGiA

CERTIFICATE OF ANALYSIS 1.1 c01 231558540040 00

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropon® Dkenpecc (xeTopoJiak) TabJeTKH, AMCHEeprupyeMble B I0JI0CTH pra, 10 mr

Market / Peinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne + V2501307 O6nbeM cepuH " 3600000 Tab

Analytical Repovrt No/ - 890001819280 Date of Analysis / . 30.06.2025

AHajuTHYecKHH oTyeT Ne JlaTa ananau3za

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027

JlaTa npon3BoacTBa I'oaen no

11\1/I f%h&éielifre;::é;n : MNB/05/263 NN BLis Gl
P A ' Homep PY " RU)

Juuenzusa Ne

| Analysis performed according ND: / Anaius nposenen mo HJI: JITI-Ne( 004669)-(PF—RU)-i90224

Page50f9/Crp.5n39

JAucniepcHocTh

NN? Test / IloxazaTenb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpazyercs
ONHOPOJHAs CYCNEH3Us, IpOXonsuas
CKBO3b CHTO C pa3MepoOM OTBEPCTHii
710 MKM.

7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /

not more than 0.5 %; / e 6onee 0,5 %;

Couepmanue BOAbI

) 0.0036 %

-THIPOKCHAHAJIOT
KETOpo/aKa
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHanor KeTopojaka
unidentified impurity / 0.02% not more than 0.5 %:; / ne 6onee 0,5 %,;
eAMHUY Has
HeUAEeHTHHUIIMPOBAHHAS
[PUMECH
total impurities / 0.0491% not more than 1.0 %. / ve 6onee 1,0 %.
cymMa [puMecen

8 Water content / 2.9 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
[Ipumedanue: IIponykT cooTeeTcTBYET TpeboBaHuam HJ

Conclusion: APPROVED /
3akmouenne: OJJOFPEHO

Prepared by / Checked by /
IToarorosneno: Ramakant

Iy i

IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurenn
Amit Kumar

) Reprint Date /
Hara: 30.06.2025

Reprint Date /
Hata: 30.06.2025

Reprint Date /
Jata: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85185AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s Q,'.°

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Disti. Solan, H.P.,, 173 205, INDIA
Tel 401 Q216G SE00T-07

CEPTHOUKAT AHAJIN3A www. driadedys.cam
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Drcnpece (keTopoaak) TabaeTKH, AHCIeprupyeMbie B N010¢TH pTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
: V2501307 :
Cepus Ne O6bem cepun 3600000 Tab
Analytical Repovrt No/ . 890001819280 Date of Analysis / . 30.06.2025
AHanuTH4YecKHil oTuyeT No JlaTa aHaqau3a
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
JaTa npousBojacTea T'onen go
Mfg. License No. / . .
IIponzBoacTBeHHAasI : MNB/05/263 MA number: / : JILI-Ne(004669)-(P1 -
Homep PY RU)
JnneH3ns Ne

| Analysis performed according ND: / Anajus nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page60f9/Crp. 6m3 9

ﬁ;’ Test / TlokazaTenn Results / Peryibrarni Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHuYecKHe pacTBOPHUTENH
Isopropyl alcohol / 15 pg/tab / Not more than 350 pg/tab. /
H3zonponaHon 15 Mkr B TabneTke He Gonee 350 mxr B TabneTke.

10 | Microbiological purity*/ Muxpo6uonorndyeckas HucTora*

OaHopoAHOCTH
AO3HPOBAHHbIX €AMHHUL]

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob1uee 4ucio He Gonee 10° KOE/r;
a3poOHBIX MHKPO-
OpPTraHU3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / oblee yuco He Gonee 10?2 KOE/T;
JPOAOKEBBIX M TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 I
11 Uniformity of dosage units / 8.4 Acceptance value (4V) not more than

15.0 Tloka3zatenb npuemMaeMocTH (4V)
JIoJKeH ObITh He 6oyee 15,0.

Remarks: The Product conforms to ND/
[pumeuanue: Ilponykrt coorsercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3aknrouenune: OJJOBPEHO

Prepared by /
IToxgrorosiaeHo: Ramakant

Checked by /
IIpoeepeno: Pardeep Kumar

=l —

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens
Amit Kumar

i
\

Reprint Date /

Jata: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date /
Jata: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India

Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ":'

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

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P, 173 2G5, INDIA

CERTIFICATE OF ANALYSIS To: 10193155 56001-02

CEPTHOUKAT AHAJIM3A

www.drraddys.cain

Product : Ketorol Expre_ss_(ket:)rolac) Orally Disintegrating Tablets 10 mg

ITpoayxr: Keropon® Jxkcnpece (keropoax) TaGueTKy, AHCIeprupyemMble B 0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / - V2501307 Batch Quantity / 3600000 tab /
| Cepus Ne ' O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 890001819280 Date of Analysis / . 30.06.2025
AHanuTHYeCcKHH oTyeT No JlaTa anannza
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
JlaTta npousBoacTBa Tonen 10
Mg, License No. / | MA number: / . JIII-Ne(004669)-(PT-
ITponsBoacTBeHHAS : MNB/05/263 !
Homep PY RU)
| HneH3HsA Ne

Analysis perfor;ed according ND: / Ananus nposexen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 70of 9/ Crp. 7n3 9

OnucaHue ynakoBKH

(PA/AL/PE with
desiceant/HNPE) fnil // (PF/AT)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
oaucrepe u3z (ITA/AJI/IID ¢
Braronorjotuteaem/II3BIT)
¢onsru // (IT3/AJT) donsru. Ilo
2 6nucTepa BMECTE C JHCTKOM-
BKJIaJIBIILIEM B nayky
KapTOHHYIO.

i? Test / IloxazaTenan Results / PesyabTaTel Specification / Hopma
12 Assay / KoiuuecTBeHHOE 9.8 mg/9.8 mr From 9.0 mg to 11.0 mg of
omnpejesieHue (98.1 %) CisH13NO3°CsH) | NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr o
11,0 Mr C15H13N03'C4H11NO3
(keToponaka TpoMetamuH) (ot 90,0 no
110,0 % oT 3asBJIEHHOTO KOJIU4eCTRa) B
TabneTke.
13 | Butylhydroxyanisole 0.0986 mg/tab / Not less than 0.042 mg/tab. /
content / Conep:xaHue 0.0986 mr B TabneTke He menee 0,042 Mr B TabreTke.
6yTHJIrMAPOKCUAHN301a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil / (PE/AL) foil. 1 or
? hlisters with patient infarmatinn leaflet
in a carton pack. / Tlo 10 tabnetok B
onucrepe u3 (ITA/AJI/TID (S
pnaronornotutenem/[19BIT) donsru //
(IT3/AJT) donbru. Ilo 1 uan 2 Gaucrepa
BMECTE C JINCTKOM-BKJIAJBILUIEM B MMauKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
IIpumeuanue: IIpoaykr cooTBercTRyeT TpeboBanusam HJ

Conclusion: APPROVED /
Zakmouenue: OJJOGPEHO

Prepared by /
ITogroroeneno: Ramakant
(D

.".'

Checked by /
IIpogepeno: Pardeep Kumar

N i

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonurens
Amit Kumar

Reprint Date / \
Hara: 30.06.2025

Reprint Date /

Jara: 30.06.2025

Reprint Date /
Mara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLLC004507

www.drreddys.com
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Dr.Reddy’s ‘,‘o’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Rcad, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIH3A www.drreddys.cam
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxt: Keropon® Dxcnpece (keToposiak) TabieTkH, AMCIeprHpyeMble B MOJOCTH pTa, 10 Mr -
Market / Peinok B :Russia / Poccus -
Batch No / ‘ Batch Quantity / - 3600000 tab /
Cepus Ne § V2501307 O0Bem cepun " 3600000 Tab
Analytical Repovrt No/ . 890001819280 Date of Analysis / . 30.06.2025
AHanHTHYEeCKHH oTueT Ne JlaTa ananu3za
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
Jarta npoH3BOACTBA Fopen no
Mfg. License No. / . _
IIpousBoacTBeHHAS : MNB/05/263 MA number: / : JII-Na(004669)-(PT-

Homep PY RU)

Jgunenzusa Ne
Analysis performed according ND: / Ananus npoBegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 8u3 9

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.

* JIpu BbINYCKe J1eKapCTBEHHOro MpenapaTa KOHTPOJIb KayecTBa Mo nokaszarteo «MUKpoGHoIornyeckast
YHCTOTa» MPOBOAUTCS A Kaxxkao# 20-0ii cepun, uau st OXHOM CEpHUH B rofl, B 3aBHCHMOCTH OT TOI'0, YTO

HACTYIIHT paHblIeE.

API name / Hanmenosanue ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuun npoussogurens APC:

ABSH001108, ABSH001207

FP Manufacturer API Batch number /
Howmep cepun cyGcTanuu NpoH3BOIUTEIS
TJId:

FESA00215, FESA00168

API Manufactured by & country /
IIponssoanrteanr ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc JItn., Manus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HanmenoBaune, agpec, THIEH3UA IJIsi
IIpousBoacTBenHas miomaaka / Ilnomanka
KOHTpoJA KadecTBa / Ilnomagka BeImycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Penau’c Jlaboparopuc JIta., Unaus, IlpousBoacTeenHoe
nonpaznenenue-6, Bumn. Kxons, Hanarapx Poya, bannu, uctpuxr
Comnan, X.IL, 173205, Munus (nuuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks: The Product conforms to ND/

ITpumeuanue: [Ipoaykr cooTreTcTBYeT TpeboBauusam HJI

Conclusion: APPROVED /
3axkmodyenne: OJIOBPEHO

Jara: 30.06.2025

Jara: 30.06.2025

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

Iloarorosneno: Ramakant 1— ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaurens
M&-J/ . - L_/ Amit Kumar

Reprint Date / \ Reprint Date / Reprint Date /

Jara: 30.06.2025

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: L8E125AP1984PLCO04507

www.drreddys.com




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

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

. @
Dr.Reddy’s ‘_.‘
CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropoa® Dxcnpece (keTopoaak) TabaeTKu, AHCIePrHpyemMble B H0J0cTH pTa, 10 Mr
‘Market / Peinok :Russia / Poccust -
Batch No / - V2501307 Batch Quantity / 3600000 tab /
Cepus Ne ‘ O6bem cepun " 3600000 Tab
Analytical Report No/ . 890001819280 Date of Analysis / . 30.06.2025
AHanuTHYecKHH oTyeT No JlaTa aHaJIH3a
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JaTa npon3BoACTBa TI'ogen go
Mfg. License No. / i o
IIpon3BoacTBEeHHAS : MNB/05/263 SIS nEmBSHE £ i gl pliy
Homep PY RU)
Jaunen3us Ne
| Analysis performed according ND: / Anasu3 nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
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product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akyi09eHHe 0 cOOTBeTcTBHH: «HacTosimum s moATBEpKAal0, YTO MpPHUBEACHHAS BBIIIE UHGOpMAIUS ABISCTCS
JOCTOBEpHOH W TOYHOH. OTa cepus IPOMYKIHH NPOWU3BEACHA (BKIIOYAs YIAKOBKY (MapKHpPOBKY) H KOHTPOJIb
KauecTBa) Ha BBIIEYKA3aHHOH IIPOM3BOACTBEHHOH Imiomanke (IJIOmMaakKax) B IIOJIHOM COOTBETCTBHU C
TpeboBanuaMHu lIpaBun Hajuiexameil TpOHU3BOJCTBEHHOM IPAKTHKH EBpazsHiicKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa6ps 2022) u TpeboBaHHAMM KOHTPOJISA Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB,
a TaKKe B COOTBETCTBHHU CO CHEIUPHUKAITUAMHU, COACPIKAITUMHUCS B PETHCTPAIIMOHHOM JIOChE CTPaHBI-UMIIOpTEpa.
3aIKCH 110 IPOU3BOJCTBY, YIIAKOBKE M aHAJIHU3Y IPOBEPEHB], U YCTAHOBJIEHO X COOTBETCTBHE TpeboBaHMsM [IpaBun
HaJuIeXalen Ipou3BOACTBEHHON TpakTUKH EBRpazuiickoro 5SKOHOMHUYECKOTO COI03a.

Remanks: The Product conforms to ND/
Ipumeyanue: ITpoaykt coorBeTcTBYET TpeboBaHuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosneno: Ramakant F ITpoBepeno: Pardeep Kumar | OpobpeHo: Menemkep / PykoBonurens
Qﬂ\"‘g/ Amit Kumar
c‘_\‘f_:—-—ﬂ
Reprint Date / " Reprint Date / Reprint Date /
Hara: 30.06.2025 Jarta: 30.06.2025 Jara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8S195AP1984PLC0O04507
www.drreddys.com
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