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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 38166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keToposiak) TabaeTku, AHCIeprupyeMble B HoJjocTi pra, 10 mr

Market / Poinox :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne b V2s0ie) O6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002981752 Date of Analysis / - 29.06.2025

AHaauTH4ecKHii oTueT No Jara anannza

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

Jara npoH3BOACTBA Togen no

Mfg. License No. / .

IIpon3BoacTBeHHAS : MNB/05/263 RIAmumbery/ 5 TII=NE(004662)=(ETe
Homep PY RU)

JdeH3nst No

Analysis performed according ND: / Auanus nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page1of9/Crp.1 n39

tablets with "|" debossed on one
side. / Kpyrnele nnockue
TabjeTku ¢ hackoH, CBETIIO-
XEJITOTO LIBETa C IPaBUPOBKOMH
«I» Ha OHO# CTOPOHE.

‘1;00 Test / IlokasaTenan Results / PesynbTarhl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrisie
IIocKKe TabaeTkn ¢ ¢ackoil, cBeTIo-
KENTOro 1BeTa ¢ paBHpOBKOH «|» Ha
OAHOM CTOPOHE.

2 Identification / UaenTudukanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnexTpbl NOTIOLIEHUS
UCIBITYEMOTO pacTBopa H  pacTBopa
CTaHJapTHOro  oOpasiua  KeTopoJiaka
TpoMeTaMHHa JIOJIXKHBbI HUMETH
MakCHMYMbl HpU OJIHON U TOM K& AJINHE
BOJIHBI (& 2 HM).

Remarks: The Product conforms to ND/

[Ipumeuanue: [TponykT cootBeTcTBYeT TpebOoBaHusIM HJY

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Yogesh Chauhan
]/

[f /,

Checked by /
Tpoeepeno: Pardeep Kumar

<l —

Approved by: Managej/Executive /
Onobpeno: Menemwxep / Pykopoautens
Abhishek Chauhan

Reprint Date / =
Jata: 29.06.2025

Reprint Date /
Jata: 29.06.2025

Reprint Date /
Jlarta: 29.06.2025

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

CIN: L85125AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6
vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

oL ey adi

Tel : +91 93166 56001-02

CEPTUO®UKAT AHAJIVU3A

www.drreddys.com

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

\IIpoaykr: Keropoa® Dxenpece (keToposak) TabiieTkH, AHCHEPTHPYeMbIe B IOI0CTH pra, 10 Mr

Market / PuiHok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne § V2001250 O6bem cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002981752 Date of Analysis / . 29.06.2025
AHanuTH4ecKHil oTHeT Ne Jarta anaau3za
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
Jara npoH3BOACTBA T'ogen o
Mfg. License No. / . .
IlpousBoacTBeHHAs : MNB/05/263 MAImDEr| : JILE-N2(004660)-(PT-
Howmep PY RU)
| THUeH3Hs Ne

Analysis performed according ND:

/ Anaans nposegen mo H: JIHI-Ne(004669)-(PT-RU)-190224

Page 2 of 9/ C1p.2 3 9

No

Test / [Toka3zaTennb
Ne

Results / PesyabTaTs!

Specification / Hopma

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 yaepxuBaHus
OCHOBHOIO [MHKa Ha XpoMmarorpaMmme
HCIILITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH YINEPKHBAHUA
OCHOBHOIO T[iMKa Ha XpoMaTorpaMmme
pacTeBopa CTaHIapTHOTO obpasua
KeTopojiaka  TpoMeTaMHHa  (pasgen
«KoNHueCTBEHHOE OTIpeNIENICHHER).

Remarks: The Product conforms to ND/
Hpumeuanue: [Tponykr cooreTcTBYET TpeboBanuam H/J

3akn

Conclusion: APPROVED /

wuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Yogesh Chauhan | ITpoeepeHo: Pardeep Kumar | Omo6peno: Menemwxgp / Pykosonurens

N ~ 4’/ Abhishek Chauhan \
Reprint Date / | Reprint Date / Reprint Date / A
Jlarta: 29.06.2025 Jara: 29.06.2025 Jlarta: 29.06.2025

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




Dr.Reddy’s "t’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.

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

Tel : +91 98166 56001-02

CEPTUOPHUKAT AHAJIN3A

www.drreddys.com

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

Tpoaykr: Keropoa® Dkcnpecc (keropoax) Ta6ieTKH, IHCHEeprupyemMble B M0J0CTH pra, 10 mr

Market / PbIHOK :Russia / Poccusd

Batch No / e Batch Quantity / 3600000 tab /

Cepus Ne - V2501289 O6nem cepun " 3600000 Tab

Analytical Repourt No/ . 040002981752 Date of Analysis / . 99.06.2025

AHanuTnyeckui oruer Ne JlaTa aHaaH3a

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

Jlara npou3BoICTBA T'open no

Mfg. License No. / . .

IIpou3sBoacTBeHHAs] : MNB/05/263 MA number: / 5 SR (UGS (RIFS
Homep PY RU)

Janensns Ne

Analysis performed according ND: / Anasns nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page30f9/Crp.3 u39

No
No

Test / [Toka3zaTenn

Results / PesyabTatsl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

Complies / CooTBeTCTBYET

The retention times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

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). / BpemeHna
yIep)KUBaHHs TIHKOB
2-6yTWITHAPOKCHAHU30]1a 17§
3-0yTWIrHApOKCUaHHU30JIa Ha

XpoMaTorpaMMe MCIBITYEMOI'0 pacTBOpa

JOJDKHBI  COOTBETCTBOBATH ~ BPEMEHAM
YIOEPAKHUBAHHA MHKOB
2-0yTHITHAPOKCHAHM30M1A H
3-0yTHIrHAPOKCHAHHU30a Ha

XpoMaTorpaMMme pacTBopa CTaHAapTHOTO
o6pasua OyTHIrHAPOKCHaHH301a (pasien
«ConepxaHue

Oy THITHAPOKCHAHHU30TI1a»).

Remarks: The Product conforms to ND/
Hpumeuanue: ITpoaykr coorpercTByeT TpeboBanusM HJI

Jaxa

Conclusion: APPROVED /

wuenne: OJJOGPEHO

Prepared by /

[Tonrorosneno: Yogesh Chauhan

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manag
Onobpeno: Menemxep / Pykosoaurenn

>r/Executive /

N / ', P Abhishek Chauhan

IJ".:‘ y/4 e =
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

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

Tel: +91 40 4900 290

CIN: L85195AP1984PLCO04507
www.drreddys.com

0, Fax: +91 40 4900 2999, Email: mail@drreddys.com




Dr.Reddy’s ‘;

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA

CERTIFICATE OF ANALYSIS o/ . 491 53166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

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

Hpoaykr: Keropon® Dkcnpece (keroposiak) Ta6/1eTKH, AHCHEPrHpyeMbie B 0J0¢TH pra, 10 mr

Market / Prinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne # V2501289 Oo6Bem cepuH " 3600000 Tab

Analytical Repourt No/ - 040002981752 Date of Analysis / . 29.06.2025

AHajrTn4eckHii oryer Ne JlaTa anann3a

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

Jlara npoH3BoacTBA T'ogen no

Mfg. License No. / . .

IMpousBoacrBeHHas : MNB/05/263 Mamberyi ; SHIEe(004669)-(EIF
Homep PY RU)

nHneH3us Ne

Analysis performed according ND: / Anayiu3 nposefeH o HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page40f9/Cip.4mu39

1;.? Test / [TokazaTean Results / PesynbTathl Specification / Hopma
3 Average weight / Cpeausis 70.2 mg/70.2 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr go 72,8 mr (70,0 Mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOAHOCTbL MacChl 2/20 tablets - not more than = 20 %. /
18/20 Tabnetrok — He Oonee + 10 %;
2/20 Tabnerox — He Gonee + 20 %.
4 Disintegration time / 00 min 14 sec / 00 mun 14 cex Not more than 3 min. / He 6onee 3 MuH.
PacnagaemocTh
5 Dissolution / PacTBopeHue Unit-1 / Tabn-1 101 % Not less than 75% (Q) of
; CisH13NO3+C4H ;1 NO; (ketorolac
Unit-2 / Ta6n-2 98 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta61-3 98% | 75%  (Q  CisHiNO3C:HiNO;s
. (keTopoNaKka TPOMETaMuUH) Yepe3 15 MUH.
Unit-4 / Tabn-4 99 %
Unit-5 / Ta6a-5 99 %
Unit-6 / Taba-6 100 %

Remarks: The Product conforms to ND/
Ipumeuatue: IIponykr cootBeTcTByeT TpeboBanusm HJT

Conclusion: APPROVED /
Zakawuenue: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: Yogesh Chauhan | IMposepeno: Pardeep Kumar | Ono6peno: Menemnep / Pykooautesns
{:};”/{' f C Abhishek Chauhan \
L} g —
Reprint Date / Reprint Date / Reprint Date /
JHara: 29.06.2025 Jara: 29.06.2025 Jara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +©1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

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

CEPTUDPUKAT AHAJIM3A

www drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxcnpece (keroposiak) Ta6aeTKH, JHCHEPrupyeMble B I0J0CTH pTa, 10 mr

]

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne i V2s0los) O6beM cepHH " 3600000 Tab
Analytical Repovrt No/ - 040002981752 Date of Analysis / . 99.06.2025
Ananuru4eckHii oruer Ne Jlata asanusza
Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027
Jlara npoH3BOACTBA I'ogen po
ie; icense Ip: _ MA number: / ~ JITI-Ne(004669)-(PT -
MpounsBoacTeeHHas : MNB/05/263 :

Homep PY RU)
JIHeH3as Ne

Analysis performed according ND: / Ananu3 nposexen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

PageS5of 9/ Crp.Su3z9

AucnepcHocTh

i:) Test / IToka3zaTeib Results / Pe3yabTaThbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpa3syercs

ONHOPOAHAs CYCHNEH3MsA, MNPOXOIslas
CKBO3b CHTO C pasMEpPOM OTBEPCTHH
710 MKM.

7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /

not more than 0.5 °/_o, / ue 6onee 0,5 %;

ColepraHue BOAbI

0.0034 %
l-ruapoxcuaHasor
KeToposaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / e 6onee 0,8 %;
1-KeToaHAJIOT KeTOpOoJIaKa
unidentified impurity / 0.02% not more than 0.5 %; / "e 6onee 0,5 %;
eNHHHYHAS ’
HEHIEHTHQUUMPOBaHHAs
NpUMECh
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa IpUMeceH
8 Water content / 23 % Not more than 7.0 %. /

He Gonee 7,0 Y.

Remarks: The Product conforms to ND/

Hpumecuanue: [Iponykr cooreeTcTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

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

[Toarotosneno: Yogesh Chauhan | [Iposepeno: Pardeep Kumar | Omzo6peno: Menemkep / Pykopoaprens
7 Abhishek Chauhan D\
v/ <L — o

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax:; +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +51 93166 56001-02

CEPTUPHUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponyxr: Keropon® Dxenpecc (keTopoJiak) Ta6jeTKn, JHCIEPrHpyeMble B M0JI0CTH PTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / . V2501289 Batch Quantity / 3600000 tab /
| Cepus Ne ' O6bem cepun * 3600000 Tab
Analytical Repovrt No / - 040002981752 Date of Analysis / . 29.06.2025
AHaauTHYeCKHUIl oTueT No Jara anaauza
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
JlaTta npon3BoAcTBa I'onen o
SAE, Licenicing: _ MA number: / . JIII-Ne(004669)-(PT -
IIpoussoacTBeHHAN : MNB/05/263 :
Homep PY RU)
aunenzus Ne )

Analysis performed according ND: / Auasn3 nposeaen mo HJL: JITI-Ne(004669)-(PT'-RU)-190224

Page 6 of 9/ Crp. 6 n3 9

i
i.f Test / [lokazaTenb Results / PesyabTaTbl Specification / Hopma
9 Residual solvents / OcTaToyHble OpraHMYecKHe PaCTBOPUTE/IH
Isopropyl alcohol / 03 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 03 mkr B Tabnetke He Gosee 350 mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6uosornueckas uucrora*

OnHopoaHOCTh
J03MPOBAHHBIX €JHHNI

Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / oblige 4ucio He 6onee 10° KOE/T;
a3poOHBIX MHKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / obiee ynco He 6onee 102 KOE/T;
JIPOMOKEBBIX U TUIECHEBDBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 6.5 Acceptance value (4¥) not more than

15.0 Tloxazarens nprueMieMocTH (4 V)
JnokeH ObITh He 6onee 15,0.

Remarks: The Product conforms to ND/
Hpumeuanue: [Tpoaykt cooTBeTcTBYeT TpeOoBanusam HJJ

Conclusion: APPROVED /
3akawuenne: OJQBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Yogesh Chauhan | IlposepeHo: Pardeep Kumar | Ono6peHo: Menekep / Pykosonurens
W / £ Abhishek Chauhan |
I{a‘ y n‘L—/ PSS \
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1984PLCO04507

www.drreddys.com




|Pr0duct : Ketorol Express (k_etoro_lac) Orally Disintegrating Tablets 10 mg

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 1o, . 151 55166 56001.02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

IMpoaykr: Ketopoa® Dkcnpecc (keTopoJiak) TabjieTKH, AMcHeprapyemMsle B N0A0¢TH pTa, 10 Mr
Market / PoiHOK :Russia / Poccus -
Batch No / - Batch Quantity / 3600000 tab /
Cepus Ne Ve O6bem cepun " 3600000 Tab
Analytical Repog‘t No/ - 040002981752 Date of Analysis / . 99.06.2025
AHajuTHYeCKHH oTHeT Ne JlaTa anannza
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
Jara npoun3BoacTsa T'onen oo
Mfg. License No. / _ MA number: /  JITI-Ne(004669)~(PT -
IIponsBoacrBeHHas : MNB/05/263 .
Homep PY RU)
Juuensust Ne
Analysis performed according ND: / Ananu3s nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224 |

Page 70f9/Crp. 7m39

No
Ne

Test / [Toka3aTennb

Results / Pe3ysabTaThl

Specification / Hopma

12 Assay / KonindecTBeHHO€
onpeaesieHue

9.9mg/9.9 mr
(99.5 %)

From 9.0 mg to 11.0 mg of
C5sH;3NO3*C4H,; 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 mr CisH13NO3+CsH  1NO;
(xeroponaka TpomeramuH) (ot 90,0 no
110,0 % oOT 3asBJAEHHOrO KOJUYECTBA) B
TabneTKe.

13 Butylhydroxyanisole
content / CoaepxkaHue
Oy THIrHAPOKCHAHN301a

0.0951 mg/tab /
0.0951 mr B TabyeTKe

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B Tabnerke.

14 | Package description /
Onucanue ymakoBKH

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. / ITo 10 Tabnerox B
omacrepe u3s  (ITA/AJI/IID ¢
snaronornoturenem/TISBIT)
tdoneru // (TIS/AJT) doneru. Ilo
2 6nucTepa BMECTE C JIUCTKOM-
BKJI/IBIIIIEM B nayKy
KapTOIIIIYIO.

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. / ITo 10 Tabnetok B
6nucTtepe u3 (ITA/AJI/TID c
snaronornotutenem/I19BI1) ¢onbru //
(TI3/AJT) donbru. TTo 1 unu 2 dnucrepa
BMECTE C JIMCTKOM-BKJIaJBILIEM B IMauKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
Hpumeuanue: ITpoaykt cootseTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /

Checked by /

IMoarorosneno: Yogesh Chauhan | Ilpoeepeno: Pardeep Kumar

v Vo
1y / ¥ DQL’—._‘

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoaurenn
Abhishek Chauhan

Reprint Date /

v Reprint Date /

Hara: 29.06.2025 Hata: 29.06.2025

Reprint Date /
Hara: 29.06.2025

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: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Rcad, Baddj,
Distt. Solai, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS .. .51 95166 56001-G2

CEPTI/I(DI/IKAT AHAJIU3A WWW.dFI’EddVS.COm
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxcnpece (xeTopoJiak) TabaeTKH, THCIEPripyeMbie B 10JI0CTH pTa, 10 Mr
Market / Ppinok :Russia / Poccust
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne i V2501289 O0bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002981752 Date of Analysis / . 99 .06.2025
AvaanTHueckuii orgyer Ne JlaTa aHa/Iu3a
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JlaTa mpon3Boacraa T'ogen go
Mfg. License No. / . .
Hpou3soacreennas - MNB/05/263 Lol g J-Ne(004669)~(PT™

Homep PY RU)

JIHLEeH3MsE Ne _
Analysis performed according ND: / Auaau3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page8of 9/Crp.8 m39

* 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.

* [IpH BblllyCKe JIEKAPCTBEHHOTO MPenapaTa KOHTPOJIb KauecTBa 1o nokasaresio «MukpoGuoornyeckas
YHCTOTa» MPOBOAUTCS AJIst Kaxaoii 20-ofi cepun, Wiy A OAHOI CEPHU B Iod, B 3aBUCHMOCTH OT TOr0, 4TO

HACTYNUT paHblle.

API name / Haumenopanne A®PC:

Ketorolac tromethamine / Ketoponaka TpoMeETaMHH

| INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouspoautens ADC:

ABSH001017

FP Manufacturer API Batch number /
Homep cepun cy0cTAaHIIHH NPOH3BOJHTE/IN
 TJID:

FESA00167

API Manufactured by & country /
Ipouspomuresnr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Penan'c JlaGoparopuc JIta., Maauna

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

HaumeHnoBaHHe, aapec, TUIEH3Hs NI
IIpousBoncTBenHas miomasaka / Ilnomanka
KOHTpOoJs KavecTsa / Ilmomanka Bbinmycka

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

I-p Penan’c Jlaboparopuc JIta., Unaus, IIpoussoacreenHoe
noxpasaenenue-6, Bumi. Kxons, Hanarapx Poyn, bapan, ncrpukr
Conan, X.I1., 173205, Uuaus (muuedsus 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/

[Tpumeuanue: IIpoaykT cooTBeTCTBYET TpebosaHuam HJI

Conclusion: APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managey/Executive /
IMoarorosneno: Yogesh Chauhan | ITposepeHo: Pardeep Kumar | Ono6peno: Menemxey) / Pykosoauresb
M /7 ‘ Abhishek Chauhan

v/ @L/
Reprint Date / - Reprint Date / Reprint Date /
Hara: 29.06.2025 Jara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85185AP1984PLCO04507
www.drreddys.com




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

Vill. Khol, Nalagarh Rcad, Baddi,
Distt. Sofan, H.P., 173 205, INBIA

Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS . 55193165 55001-07
CEPTI/I(DIII\‘AT AHAJIN3A www.drreddvs.com

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

ITpoaykT: Keropon® Dkcnpece (keTopoJak) Ta6/ieTKH, JHcHeprupyemMble B N0JOCTH pTa, 10 Mr -
Market / Poinok :Russia / Poccus
Batch No / ! Batch Quantity / 3600000 tab /
Cepus Ne V2501269 O6bem cepun " 3600000 Tab
Analytical Repo:‘t No / - 040002981752 Date of Analysis / . 29.06.2025
AnanuTHdeckuii oryer Ne JlaTa ananu3za
Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027

JaTa npon3BoJcTBa I'omen g0
Mfg. License No. / . .
IpouseoacTBeHHAast : MNB/05/263 MA number: / '. JIIX-Ne(004669)-(PT-

Homep PY RU)

_anensusi Ne -

Analysis performed according ND: / Ananns nposenen mo HJI: JIII-Ne(004669)-(PT-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».

3akI049enne 0 COOTBETCTBHH: «HacTOAIUM s IMOATBEPIKAAIO0, UTO IPHBEAEHHAS BBIlIe HHGOPMALHs ABIAETCA
JIOCTOBEPHON M TOYHOW. DTa cepHs NPOMYKUHMH DpPOU3BE/ieHa (BKIIOYas YNAKOBKY (MapKMPOBKY) M KOHTPOJIb
KayecTBa) Ha BRIMIEYKA3aHHON MPOU3BOACTBEHHONW IUIOMIAAKe (IUIOIAAKaX) B IIOJHOM COOTBETCTBHH C
TpeGopanusmu [IpaBui HajIexKamed Ipor3BOICTBEHHOM MpakTHKU EBpasuiickoro skomommueckoro corosa (No
GMP/EAEU/RU/00554-2022 ot 02 cents10ps 2022) u TpeOoBaHMSIMH KOHTPOJIA Ka4eCTBa JICKAPCTBCHHBIX CPEJICTB,
a TaKk)Ke B COOTBETCTBHH CO CIelH(PUKAIUIMH, COASPKAIUMHUCS B PEFHCTPALMOHHOM J0CHE CTPaHBI-HMIIOPTEPA.
3amnucu o MPOU3BOICTBY, YIIAKOBKE U aHANN3Y TPOBEPEHBL, H YCTAHOBJIEHO HX COOTBETCTBHE Tpebopanusam [IpaBu
HaJIJIeXXalel MIPON3BOICTBEHHONW NPaKTHKXA EBpa3zuiiCKOro 3KOHOMUYECKOTO COXO3a».

Remarks: The Product conforms to ND/
pumeyanue: [TpoaykT coorsercTByeT TpeboBanuam HJT

Conclusion: APPROVED /
3akmouenne: OJIOBEEHO

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

IMoaroroeneno: Yogesh Chauhan | IlposepeHo: Pardeep Kumar | Omo6peno: Menemxep|/ Pykosompresis
o ‘ Abhishek Chauhan - .1

Reprint Date / 7 Reprint Date / Reprint Date /

Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

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: L85125AP1984PLC004507
www.drreddys.com
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