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Dr. Reddy's Laboratories Ltd

Formulation Unit-6
vill. ¥hol, Nalagarh Road, Baddi,

www.drreddy

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

' IIpoaykr: Ketopon® Dkcnpecce (keToposiak) Ta6aeTku, Ancneprupyemsie B mogocts pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne + V2500322 O6nem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002831790 Date of Analysis / . 11.03.2025
AHanuTHYECKHIT oTUeT N2 JlaTa aHA/IH3a
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jarta npon3BoacTBa I'onen 1o
Mifg. License No. / . .
Ilpou3BoAcTBEHHAS : MNB/05/263 e nmmbenl . JII-Ne(004669)-(PT-

Homep PY RU)

AMneH3usa Ne

Analysis performed according ND:

/ Anaauns nposeaen o HJI: JII-N2(004669)-(PI'-RU)-190224

Page10of9/Crp.1 u3 9

1;.00 Test / [Toka3aTeib Results / PeynbTaThl 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. / Kpyrisie
side. / Kpyrible 1miockue wiockue Tabnerku ¢ (ackod, CBETIO-
TabneTku ¢ $hackol, CBeTNO- eJNTOro LBeTa ¢ IpaBUpOBKOH «l» Ha
YEJITOTO [IBETa C IPaBUPOBKO OJTHOM CTOPOHE.
«l» Ha OIHOM CTOpPOHE.

2 Identification / UnenTudnkauus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+# 2nm). / V®-ciekTphl TOTJIOIEHHS
UCIIBITYEMOTO pacTBOpa M pacTBopa
cTaHJapTHOro  ofpaslia  KeTopoJaka
TpOMeTaMUHa JIOJDKHBI UMETh
MaKCHMYMBbI IIpY OJHOW U TOH Xe JJIuHe
BOJHLI (£ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITponykt cootBeTcTBYeT TpeboBanusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Yogesh Chauhan | IIposepeHo: Santosh K%ar Ono6peno: Menemxkep / PykoBoaurens
Maurya { Amit Kumar v

/ /"’ - i .

¢/ / T — \k/
Reprint Date / Reprint Date / Reprint Date / 8
Jara: 11.03.2025 Hara: 11.03.2025 Jara: 11.03.2025

Registered Office: $-2-237, Read No, 3, Banjara Hilis, Hyderabad - 500034, Telangana, India

Tol: 91 40 1900 2200, Fax: 491 10 4900 2999, Email: mail@drreddys.com
CIn: L85195AP1934PLCOD4507

www drreddys.coim
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CERTIFICATE OF ANALYSIS

. Reddy's Laboratories Ltd
Forrnulation Unit-6

Vit ©hol, Malagarb Road, Baddi,
Disit, Solan, H.P, 173 205, INDIA,

CEPTUP®UKAT AHAJIM3A

-4 L AS5100 abuyl-

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Keropoa® Dxenpecce (keTopoak) TaGieTkn, AHCHeprHpyeMble B Ho10cTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus N2 s VST O6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002831790 Date of Analysis / . 11.03.2025

AHajuTHYecKHi oT4eT Ne JlaTa anaansa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara npousBoacTBa I'oaen oo

Mfg. License No. / ) .

IlpounsBoacTBeHHAS : MNB/05/263 SIZE mumb ey 3 B SO 0ER eSS
Howmep PY RU)

JauneHzus Ne

_Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page20f 9/ Crp. 2 n3 9

No
Ne

Test / Iloka3aTenb

Results / PesyabTaThl

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 ynepXuBaHH:
OCHOBHOIO MHKa Ha Xpomarorpamme
UCTIBITYEMOTO pacTBOpa NOJIKHO
COOTBETCTBOBATH BPEMEHH YIEPKHBAHHS
OCHOBHOIO MHKa Ha XpomarorpamMmme
pacTBopa CTaHNApTHOTO obpa3ua
KETOpOllaka  TpoMeTaMuHa  (pasgen
«KoyiuecTBEHHOE ONpeeNIeHUE).

Remarks : The Product conforms to ND/
IMpumeuanue: IpoaykTt coorBeTcTBYET Tpeboanusam HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /

7

[Moaroroeneno: Yogesh Chauhan

Checked by /
[Mpoeepeno: Santosh Kumar

Maurya @;\

Approved by: Manager/Executive /
Onob6peHo: Menemxep / Pyxosoaurens

Amit Kumar o
A\ S

Reprint Date /
Jara: 11.03.2025

Reprint Date /
Jara: 11.03.2025

Reprint Date / !
Jara: 11.03.2025

-

Emnils maili@drraddys.com

iPLCOOAR07




Dr.Reddy'’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Eormulation Unit-6

Vil Khot, Walagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

CEPTHO®UKAT AHAJIM3A

S5O0 SV AUl

sudrreddys.com

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

Hpoaykr: Keropon® Dxcnpece (keroposiak) TaGIeTKH, AMcHeprupyemsie B nojaocrn pra, 10 mr

Market / Poinok Russia / Poccus

Batch No / ; Batch Quantity / 3600000 tab /

Cepusa No Va0 O0Bem cepun " 3600000 Tab

Analytical Repo:'t No/ - 040002831790 Date of Analysis / . 11.03.2025

AHanuTHYECKHH 0TYeT Ne JlaTa anajanza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JaTa npon3BoACTBA I'oxen no ]

Mfg. License No. / ) .

IlponsBoacTBeHHAs : MNB/05/263 S Aumb e 5 B S OUHE60) (T
Homep PY RU)

JHOeH3HA Ne

Analysis performed according ND:

/ Ananuz nposeaed mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Page3 of 9/ Cip.3 m39

i.oo Test / [loxa3aTesb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymunzudpokcuanuson 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). / Bpemena
yaepKUBaHHUA [TUKOB
2-0yTHATHAPOKCHAHU301a "
3-0yTUIrHApOKCHAaHN301a Ha

XpoMaTorpamme UCIBITYEMOIo pacTBoOpa

JNOJDKHBI  COOTBETCTBOBAaTh  BPEMEHaM
yIEepKHBaHHS IHKOB
2-0yTUITHAPOKCHAHU30]1a u
3-6y THArHAPOKCHAHU30a Ha

XpOMaTorpaMMme pacTBopa CTaHAApTHOIO
obpasua 6yTHIrnIpOoKcHaHu3oma (pasaen
«Copaepxanue
OyTUATUIPOKCHAHHU30Ian).

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykrt coorBeTcTByeT TpeboBaHusam HJT

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IMoaroroeneno: Yogesh Chauhan

1%

Checked by /
ITporepeno: Santosh Kumar

Maurya ;22

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroauresns
Amit Kumar BED

Nz

Reprint Date /
Jlara: 11.03.2025

Reprint Date /

Jara: 11.03.2025

Repriﬂt Date/
Jara: 11.03.2025

Fax: +91 404900 28

wodrceddys com

Barjars Hills, Hyd
Y, Email maiiie

SEAPLGRARLCGEA

50

34, Telanzana, India
cddys.com

prahad -

507




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIU3A

Tel : +91 38166 56001-02

www.drrededys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropoa® Dxcmpecc (keToposiak) Tab/ieTKH, ARCHEPrApyeMble B HOJOCTH T2, 10 mr

Market / PoiHok :Russia / Poccus

Batch No/ _ Batch Quantity / 3600000 tab /

Cepus N2 V2500522 O06bem cepuH " 3600000 Tab

Analytical Repo:‘t No/ . 040002831790 Date of Analysis / - 11.03.2025

AHaTdTHYECKHH oTUeT Ne Jara anajausa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTa npouzBoacTBa T'ogen g0

Mfg. License No. / R o

IlponsBoacTBeHHAS : MNB/05/263 DI numbEr:Y : SN\ S(OVE0ER)~ER=
Homep PY RU)

JHueHzns Ne

Analysis performed according ND: / Anajnu3s nposegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page40f9/Cip. 4139

i.:) Test / [Toka3aTesnnb Results / PesynbTaThl Specification / Hopma
3 Average weight / Cpeanss 70.0 mg / 70.0 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca . Ot 67,2 mr o 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OAHOPOIHOCTE Macehl 2/20 tablets - not more than + 20 %. /
18/20 Ttabnetox — He Oomee = 10 %,;
2/20 Tabnetox — He Gonee + 20 %.
4 Disintegration time / 00 min 42 sec / 00 mun 42 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTBopenune Unit-1/ Tabn-1 98 % Not less than 75% (Q) of
. CisH3NO3*C4H11NO3 (ketorolac
Unit-2 / Tabn-2 99 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6a-3 96 % 75 % Q CisH13NO3*C4H11NOs
. (keToposiaka TpOMETaMUH) 4epes 15 MuH.
Unit-4 / Ta6n-4 102 %
Unit-5 / Ta6n-5 101 %
Unit-6 / Taba-6 94 %

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykt cooTBeTcTBYeT Tpebopanusm HJ

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroenero: Yogesh,Chauhan IMposepeHo: Santosh Kumar | OpobpeHo: Menemxep / Pykosonurens
W Maurya Amit Kumar v
v @)f [\(/
Reprint Date / e Reprint Date / Reprint Date / '
Jlata: 11.03.2025 JHara: 11.03.2025 Hata: 11.03.2025

Registered Ofiica: 8-2-337, Read No 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 1900 2900, Faw: <91 40 4900 2999, Emaik: mail@drraddys.com
CIM: L85185AP1934PLCO04507
Wy drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

yiii. iKhol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
el Lrdl 25166 56001-02

v, direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Ixcnpecc (keroposak) TaG1eTKH, AUCIHEPrHPYeMbIe B N0JI0CTH PTa, 10 mr

Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne R O0beM cepuu " 3600000 Tab
Analytical Repo:‘t No/ - 040002831790 Date of Analysis / . 11.03.2025
AHanuTHYEeCKHH oTueT No JlaTa aHanu3za
Date of Manufacture / . 02/2025 Date of Expiry / - 01/2027
Jara nmpon3BoacTBa T'ogen go
Mig. License No. / . MA number: / . JITI-Ne(004669)-(PT-
IpouseoacTBeHHAsN : MNB/05/263 :

Homep PY RU)
nHnen3us Ne

Analysis performed according ND: / Anasnu3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 50f9/Cip.5m3 9

1;00 Test / Iloka3zaTenn Results / PeaynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a
JAucnepcHocTb 710 pm sieve is formed. / O6paszyercs
ONHOpPOJHAsA CYCIEH3Ms, IPOXOIsilIas
CKBO3b CHTO C Pa3MEpPOM OTBEPCTHUH
710 MKMm.
7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-ruppoxcuanaior
KeToponaka

Below LOQ (LOQ = 0.0032 %) /
Huxke mpenena KoaM4eCTBEHHOTo
onpenenenns (ITKO = 0.0032%)

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

1-keto analog of ketorolac /
1-KeToaHaIoOr KeTOpoIaKa

0.05%

not more than 0.8 %; / e 6onee 0,8 %,;

unidentified impurity /
eJIMHUYHAas
HeUAeHTUGHLIUPOBAHHAS
MPUMECh

0.03%

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

total impurities /
CcyMMa IpuMecei

0.1%

not more than 1.0 %. / He 6onee 1,0 %.

8 Water content /
ConepxkaHue BOAbI

21%

Not more than 7.0 %. /
He 6oiee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by /
[oaroroeneno: Yogesh Chauhan

Checked by /
Iporepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonurenb

Maurya @ Amit Kumar =
i D— /\ e
Reprint Date / Reprint Date / Reprint Date / !
Hara: 11.03.2025 Jara: 11.03.2025 Jara: 11.03.2025
Registered Office, 8-2-33 . 3, Ganjara Hills, Hyderabad - 500034, Telangana, India
Tel =41 40 4900 24562, Fa 000D 2099, Emails maili@drreddys.com

P1ORAPLCQO4E0Y
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Dr. Reddy's Laboratories Ltd

@e
? ] Coy on Unit-6
DI'. Reddys ‘.O filt, khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS 70" /s
CEPTUDPHKAT AHAJIM3A e creedds D

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

IIponvir: Keropoa® Dxenpece (keTopoaak) TabjaeTKu, AHcHeprapyemsie B mooctn pra, 10 mr
p p p prups:

Market / Poinok :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus Ne : V2500322 O6beM cepun " 3600000 Tab

Analytical Repovrt No/ - 040002831790 Date of Analysis / . 11.03.2025

Ananurayecknii oruer Ne JlaTa aHaau3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Jdata npousBoacTBa I'onen g0 o

Mfg. License No. / . .

IlpousBoacTBeHHASN : MNB/05/263 p I8 number: : JIIL-N2(004669)-(PT -
Homep PY RU)

Junen3ns Ne

Analysis performed according ND: / Anaans nposeaen no H/L: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ C1p. 6 u3 9

1}? Test / IlokasaTesb Results / Pe3yabTaThl Specification / Hopma

9 Residual solvents / OcTaTo4Hbl€ OPraHH4Ye€cKHe PACTBOPUTEIH
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 08 Mkr B TabneTKe He 6onee 350 mxr B TabneTke.

10 | Microbiological purity*/ MukpoGuosiornueckas Yucrora*
Total Aerobic Microbial not more than 103 CFU/g; / |
Count / ob111ee 4ucIo NA He Gonee 10% KOE/T;
a3pOOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / oflee 4UCIO NA He 6onee 102 KOE/T;
APOXIKEBBIX U IUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /

OoTCyTCTBHE B 1 T.

11 Uniformity of dosage units / 10.6 Acceptance value (4V) not more than
OnHopoaHoOCTB 15.0 Ioka3zatens npuemaeMoctu (AV)
JO03UPOBAHHBIX CAHHMI] JosmxeH ObITh He 6onee 15,0.

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT coorseTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
Zaxmouenune: OJOBPEHO

Prepared by / Checked by /
Ioarorosneno: Yogesh Chauhan

/

Maurya

B

[TpoeepeHo: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Amit Kumar -

A

Reprint Date /
Hara: 11.03.2025

Reprint Date /
Jara: 11.03.2025

\

Reprint Date /
JHara: 11.03.2025
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CERTIFICATE OF ANALYSIS

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

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

BN ats}

CEPTU®UKAT AHAJIM3A

el - +91 95166 56001-62
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkcnpecc (keToposiak) TabJIeTKH, iceprupyemsie B H0J0CTH pra, 10 Mr -

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne i VB O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002831790 Date of Analysis / . 11.03.2025
AHAJIMTHYECKHH oTUeT Ne JlaTa ananu3za
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
JaTta npou3BoaCcTBA T'onen ao -
Mfg. License No. / ] .
IIpon3BoACTBEHHAS : MNB/05/263 R IR e g L S(RAGG (P
Homep PY RU)
JueH3HA No

Analysis performed according ND: / Anann3 nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page7of9/Crp. 739

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / TIlo 10 Tabnerok B
6nucrepe w3 (ITA/AJUVIID c
Biaronorioturenem/l 13B1I)
tonsru // (TI3/AJI) Gonsru. Ilo
2 6nuctepa BMECTE € JUCTKOM-
BKJIAJIBILIEM B nayKy
KapTOHHYIO.

iﬂo Test / [lokazaTean Results / PeaynpTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOE 9.5mg/9.5 Mr From 90mg to 11.0 mg of
onpeaejieHHe (95.2 %) C5H13NO3C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 1o
1 1,0 MI C15H13NO3‘C4H1 1NO3
(xetoponaka TpomeramuH) (oT 90,0 no
110,0 % or 3asBJICHHOTO KONMYECTBa) B
TabrneTke.
13 Butylhydroxyanisole 0.0933 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0933 mr B Tabnetke He menee 0,042 mr B TabneTke.
6yTHArHAPOKCHAHU30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ymakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / [lo 10 TabneTok B
onucTepe u3 (TTA/AJI/TID c
pnaronornorurenem/II9BII) donsru //
(T13/AJT) doneru. ITo 1 wiu 2 6nucrepa
BMECTe C JIACTKOM-BKJIaJbIIIEM B MavKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTRYET TpeboBaHusM HJ|

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

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

IToarorosieHo: Yogesh Chauhan | Iposepeno: Santosh Kumar | Onobpero: Menemwxkep / PykoBomurens
/ Maurya Amit Kumar R

Reprint Date / b Reprint Date / Reprint Date / !

Jlara: 11.03.2025 Jara: 11.03.2025 Hara: 11.03.2025

Registered Ofiive: 8-2-337,

Tel: +51 40 450

wvendrreddys.com

o3, Bangara Hills, Hyderbad - 500034, Telangana, India
o 107 40 4900 2909, Email: mail@drreddys.com
A5105AP1984APLCONAS0T




Dr. Reddy's Laboratories Ltd.

Qo
’ ‘.. Formulation Unit-6
Dr. ReddY S Ne Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Sl
CEPTH@HKAT AHAngA @l +91 o100 30001‘02
. www.drreddys.com -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoeaykr: Keroposn® Dxcnpecc (keToposak) TabaeTkH, AUcHeprupyemMble B HOJIOCTH pra, 10 mr
Market / PoiHOK :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne : V2500322 O6bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002831790 Date of Analysis / . 11.03.2025
AHasurHiecKHi oTuer Ne JaTa ananu3za
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jara npousBoacTBa T'ogen no
Mfg. License No. / ] s
IIpon3BoACTBEHHAS : MNB/05/263 AUA Bumb e : PUEEO0A6GR)SEHIS
Homep PY RU)
JIHOEeH3HA N2
Analysis performed according ND: / Anann3 nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Crp. 8 u3 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.
* [Ipu BbINYCKe JIEKAPCTBEHHOT0 MpenapaTa KOHTPOJb KauecTBa M0 noKa3aTelo «Mukpobduosornyeckas
YHCTOTAY» MPOBOAUTCS ANS Kaxaoi 20-oii cepum, HIH 1JISl OAHOI CepUH B IO, B 3aBUCHMOCTH OT TOr0, YTO

HACTYNUT paHbUIe.

API name / HanmenoBanue APC: Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

INN / MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABRHO007887

Homep cepun npoussoaurenasa ADC:

FP Manufacturer API Batch number /

Homep cepnu cyGcTaHIHH NPOM3BOAUTEIA FERA00522

rJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouseoantenn APC, crpana: I-p Pennu'c Jlaboparopuc JIta., Muous

Name, address, authorization No for P Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HanmenoBaHue, agpec, JIHIEH3HA A H-p Pemqau’c JIabopatopuc Jlta., Munus, TIponsesoacTBeHHOE
llponzBoacTBenHas nJomanka / Llsomanka noapasaenenue-6, Bumn. Kxone, Hanarapx Poyn, bajau, JIdeTpHKT
KOHTPOJIs KadecTBa / IL1omaaka BeIycKa Conan, X.I1., 173205, Uuaus (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/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cooTBeTcTBYET Tpebosanuam HJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[oarotosneno: Yogesh Chauhan | ITposepeno: Santosh Kumar | Ono6peno: Menenxep / PykoBonutens

é///{ Maurya @ Amit Kumar /\/;

Reprint Date / Reprint Date / Reprint Date / !
Jlara: 11.03.2025 Hara: 11.03.2025 Jara: 11.03.2025

Registered Office: $-2-337, Foad No. 2, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tl +91 50 4500 2600, Fax 481 40 4200 2999, Email: mail@drreddys.com
CIN: L.85195AP1984PLCO0OA507

v direddys.com



Dr. Reddy's Laboratories Ltd.

@
. 1 ] Formulation Unit-6
Dr° Reddy s ‘.. Vill. Xho!, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tt 151 98166 56001-02
Jol o v 21 Jol0L ouUU LU
CEPTU®UKAT AHAJIN3A g Yool
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Ikcnpece (keTopoaak) TabieTKH, JHCIIeprupyemMble B HOJOCTH pTa, 10 Mr
Market / Poinox :Russia / Poccus
Batch No/ . Batch Quantity / 3600000 tab /
Cepus Ne s Vel O0BbeM cepHH * 3600000 Tab
Analytical Repo‘}'t No/ - 040002831790 Date of Analysis / . 11.03.2025
AHasmTHyeckuii oTaeT Ne Jara ananauza
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Hara npousBoacTea T'onen no - _
Mifg. License No. / ] )
IIpou3BoAcCTBEHHAS : MNB/05/263 L g D (PI000)SCEIE
Homep PY RU)
Junensus Ne
Analysis performed according ND: / Anaau3 nposeaen no 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».

3ak/0YeHde 0 cooTBeTcTBHU: «HacTodmuM s MOATBEpXKIalo, YTO NIpUBEICHHAs BhIIEe HHPOPMAIHS ABIIETCA
JIOCTOBEPHOM W TOYHOM. DTa Cepus NPOAYKIHMH MPOHM3BEIECHa (BKIIOYAs YHAKOBKY (MapKHpOBKY) M KOHTpOIb
KauecTBa) Ha BBINIEYKA3aHHOUW MIPOM3BOJACTBEHHOH Iomfajke (IUIOMAAKax) B IIOJHOM COOTBETCTBHH C
TpeboBanusamu [IpaBun Haanexameil IpoOU3BOJCTBEHHON NMpakTHKH EBpasmiickoro skoHOMHYECKOTO coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa0ps 2022) u TpeOOBaHHAMHU KOHTPOJIA KaYeCTBa JIEKAPCTBEHHBIX CPENCTB,
a TaKXe B COOTBETCTBHH CO CIIEIUGUKAIMAME, COAECPKAIIUMUCS B PETUCTPAIIMOHHOM JIOChE CTPAHBI-MMIIOPTEPA.
3alluCH 110 IIPOU3BOACTBY, YIIAKOBKE U aHATH3y POBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHusM I IpaBrir
HaJUTIeXAaNIeH MPOU3BOACTBEHHOM NPpakTUKH EBpa3suiickoro 3kOHOMMYECKOTO COKO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanuam HJI 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Moxrorosneno: Yogesh Chauhan | IlpoBepeno: Santosh Kumar | Ono6peno: Menemkep / PykoBoauresib

/ Maurya @7 Amit Kumar N
6 /.-/// f_/\-/ —

L—

Reprint Date / Reprint Date / Reprint Date /
Hara: 11.03.2025 Jarta: 11.03.2025 Jara: 11.03.2025
2egistered Office: 3-2-237, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol 491 40 2900 2000, Fav: 49110 4900 2999, Email: mail@drreddys.com

CIN: LS5195AP1984PLCC04507
wawdrraddys.com



