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

Vill. Khol, Nalagarh Road, Baddi,
Diste. Solan, H.P, 173 205, iNDIA
Tel : +01 93165 5G0O01-07

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

wwvi.drreddys.com

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon® Ikcnpece (keroposaak) ra6jeTku, JucneprupyemMple B HoJIOCTH pra, 10 mr

| Market / Poinox :Russia / Poccus

| Batch No / V2501148 Batch Quantity / 3600000 tab /
Cepusa Ne ' O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002965729 Date of Analysis / . 16.06.2025
AHanuTHYeCKHH oT4eT Ne Jata apanusa
Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027
JarTa npom3BoacTBa I'open mo
Mfg. License No. / ) .
IIpouseoacTBeHHAS : MNB/05/263 A numbexd) g JI-N2(004669)~(PT*~

Homep PY RU)

JaHneH3Ha Ne

Analysis performed according ND:

/ Anannus nposenen mo HJI: JITI-Ne(004669)-(PI-RU)-190224

~ Pagelof9/Crp.1u39

No

N Test / [ToxazaTenn Results / PesyanTaTul 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. / Kpyrasle riockue riockue TabneTku ¢ (ackoif, CBETIO-
TabNeTky ¢ ¢ackoit, ceeTno- JKEJITOrO 1BeTa C IpaBUPOBKOH «l» Ha
XKEJNTOTO LiBeTa C rPaBUPOBKOIl OJIHOM CTOPOHE.

«I» Ha OJHOI CTOPOHE.

2 Identification / UnenTuduxauus

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 MOIMOLLIEHUS
HUCHBITYEMOr0 pacTBopa H pacTBopa
cTaugapTHoro  obpasua  KeTopoJiaka
TpoOMeTaMUHa JIOJKHBI UMETH
MaKCUMYMbl pU OHOH U TOH K€ JUIMHE
BOJHEI (+ 2 HM).

[Moarortosneno; Pravesh Rana{

#

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeuanue: [Ipoaykt cooTBeTcTBYeT TpebopanusM HJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[posepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonutens

[ Amit Kumar N— e

. il

Reprint Date /
Jara: 16.06.2025

Reprint Date / Reprint Date /
Jara: 16.06.2025 Jata: 16.06.2025

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

CIN: L85195AP1584PLCU04507
www.drreddys.com
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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

CEPTHOUKAT AHAJIM3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IIpoaykr: Keropoa® Ixcnpece (keToposiak) TabaeTkH, JHCHEPTHPYeMbIe B IIOJIOCTH pra, 10 Mr

Market / Poinok ‘Russia / Poccust

Batch No / . V2501148 Batch Quantity / 3600000 tab /

Cepus Ne ‘ O6nem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002965729 Date of Analysis / . 16.06.2025

AHanuTH9ecKHil oTueT Ne JlaTa ananusa

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

Jara npoM3BoAcTBa TI'onen oo

Mfg. License No. / ] .

IlponsBoacTBeHHAs : MNB/05/263 IC B¢ 3 o OO Ee 0PI
Homep PY RU)

JHieH3usa Ne

| Analysis performed according ND:

/ Auanns nposeaen no HJ: JITI-Ne(004669)-(PT-RU)-190224

Page2of 9/Crp.2 n3 9

No
Ne

Test / [TokazaTenan

Results / PesyabTaTsl

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 yzep)XHBaHUs
OCHOBHOI0 [HKa Ha XpomaTorpamme
HCIBITYEMOIO pactBopa JOOJDKHO
COOTBETCTBOBAThH BPEMEHH YACPKUBAHUS
OCHOBHOTO TIMKa Ha XpoMaTorpamme
pacTBopa CTaHAAPTHOTO obpasua
KeTopoJiaka  TpoMeTaMHHa  (pas3gen
«Konu4ecTBEHHOE OTIpeIeieHHE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeuanste: TIponykT cooTBeTcTBYeT Tpebosanusm HJI 3axmwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Pravesh Rana [Tpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoauTens
. f Amit Kumar - b
2 Sm— N~
Reprint Date / Reprint Date / Reprint Date / b
Jara: 16.06.2025 JHara: 16.06.2025 Jata: 16.06.2025

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: L85125AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltdl
Formutlation Unit-6

Se
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

istt. P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Dt solan. H.P, 173 205, I
Tel - +91 9916€ 5c001-02
CEPTUDUKAT AHAJTU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dkempecce (keToposak) TabiieTkn, AMCIeprupyeMble B IOJI0CTH pTa, 10 mr

Market / Poinox :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne VS O61em cepun " 3600000 Tab
Analytical Repovrt No/ - 040002965729 Date of Analysis / . 16.06.2025
AHaquTHYecKHH oT4yeT No JaTa ananusa
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jara npoussoacTBa T'ogeH no
Mfg. License No. / | MA number: / . JIII-Ne(004669)-(PT -
IIpousBoacreennasn : MNB/05/263 j
Homep PY RU)
- THneH3usa Ne

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

Page30f9/Crp.3u3 9

1;.00 Test / [lokazaTesb Results / PesynbTaTbl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneudpoxcuanuzon 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
yaepKUBaHUsI THKOB
2-6yTUITHAPOKCUAHK30J1a "
3-0yTWITMAPOKCHAHH30TIa Ha
XpOMaTorpaMMme HMCIBITYeMOro pacTBopa
JOJDKHBI  COOTBETCTBOBAaTh BpeMeHaM
yIepKUBAHUS ITHUKOB
2-6yTHITHAPOKCHAHU30J1a H
3-6yTWITHAPOKCHAHU301a Ha
XpoMmdlul pamme pdiiBUpPd CldHAAPITHULI'L
obpasua OyTUArHApOKCHaHu30na (pasael
«Conepxanue
Oy THIATHAPOKCHAHN30JIA).

‘Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Ipumeuanue: [Iponykt cooTBeTcTByeT TpeboBaHuaM HJ| 3akmouenne: OJOBPEHO

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

[Tonroroeneno: Pravesh Rana [Mpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBonurens

) Amit Kumar A
Reprint Date / Reprint Date / Reprint Date / !
Hara: 16.06.2025 Jata: 16.06.2025 Hara: 16.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com



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

Qe
Dr. Reddy’s ‘:‘ vill. Khol, Nalagarh Road, Baddi,

<f 205, INDI
CERTIFICATE OF ANALYSIS Uit 5¢/an. H.P. 173 205, iNDIA
Tep ;491 55160 ScU01- or

CEPTU®UKAT AHAJTH3A - 0

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Ixenpecc (keropoaak) Tabaerkn, AMCHEPrEpyeMble B HOJIOCTH PTa, 10 mr

Market / Poigok :Russia / Poccus

Batch No / - V2501148 Batch Quantity / 3600000 tab /

Cepus Ne ) O61beM cepun " 3600000 Tab

Analytical Repovrt No/ - 040002965729 Date of Analysis / . 16.06.2025

AnaguTHHecKHii oTyeT No JlaTa ananusa

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

JlaTa npom3BoACTBA T'onen xo

Mfg. License No. / . .

IIpousBoacTBEHHAs : MNB/05/263 ASnum DTy 5 a2 (IS E0)(EI=
Homep PY RU)

Jaunen3ust Ne

Analysis performed according ND: / Ananu3s nposegen no HJI: JIII-Ne(004669)-(PT'-RU)-190224 _
Paged4 of 9/Crp. 4 u3 9

NN:)) Test / [lokazaTenab Results / PesynbTaTh! Specification / Hopma
3 Average weight / Cpegnss 69.9 mg / 69.9 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr o 72,8 mr (70,0 mMr = 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOAHOCTHL MaCChI 2/20 tablets - not more than = 20 %. /
18/20 Tabnetok — He Oomee =+ 10 %;
2/20 Tabnerok — He 6onee + 20 %.
4 Disintegration time / 00 min 27 sec / 00 muH 27 cex Not more than 3 min. / He 6o7ee 3 MuH.
Pacnapaemocrhb
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
) CsH3NO3C4H ;1 NO3 (ketorolac
Unit-2 / Tatn-2 99 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta67-3 101% | 75% (Q  CisHisNO3*C4H1iNO;
. (keTopoiaka TpOMETaMHH) 4epes 15 muH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: [Tpoaykr COOTBeTCTByeT Tpeboranusm HJ| 3axmaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana IIposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykopoautens
Amit Kumar N~ A
of/( » INT_—
Reprint Date / Reprint Date / Reprint Date / !
Hara: 16.06.2025 Jlara: 16.06.2025 Hara: 16.06.2025

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: L85195AP1984PLC004507
www.drreddys.com



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

RPN ) (‘uf”l::s E”OO’L_O’)

i, ™2 L' FO U

CEPTAPUKAT AHATN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Keropon® Ixcnpecce (keropoJak) Ta61eTKH, AHCNeprupyemMblie B M0J0CTH pra, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / V2501148 Batch Quantity / ; 3600000 tab /
Cepus Ne O6bem cepHu 3600000 Tab
Analytical Repovrt No/ - 040002965729 Date of Analysis / - 16.06.2025
AHajMTHYeCKHIT oTyer Ne JlaTa ananu3za
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jara npon3soacTea Togen oo
Mfg. License No. / . Y
IMpouzBoacTBEHHAS : MNB/05/263 S numbes; : R NS00 EO0T) =TS

Homep PY RU)

aunenzust Ne |

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

Page 50f 9/ Crp.Suz 9

by Test / [Toka3aTenb Results / Pe3yabTaThi Specification / Hopma
No
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHoCcTb 710 pm sieve is formed. / Obpasyercs
OJIHOPOJHAsT CYCTEH3Hs, INPOXOAsLIas
CKBO3b CHTO C Ppa3MepoM OTBEPCTHH
710 MkM.
7 Impurities / l'I_pumecu N
1-hydroxy analog of Below LOD (LOD = 0.0010 %)/ not more than 0.5 %; / ne 6onee 0,5 %;
ketorolac: / Huxe npenena obnapysxenus (110 =
1-rugpoKkcuananor 0.0010 %)
KeTopoJiaKa
1-keto analog of ketorolac / not more than 0.8 %; / He 6onee 0,8 %,;
1-KeToaHaJIOT KETOpOJaKa 0.06%
unidentified impurity / not more than 0.5 %; / He Gonee 0,5 %;
eIUHUYHAA 0.02%
HeuaeHTUHUIIUPOBAHHAS
npuMech
| total impuritim 0.1% not more than 1.0 %. / He 6osee 1,0 %.
CyMMa [puMeceit
8 Water content / 3.1% Not more than 7.0 %. /
Copaep:xaHue BOAbI He 6onee 7,0 %.

Remarks: The Product conforms to ND/
Hpumeuanue: [Tponykt cooTseTcTByeT Tpebosanusam HJI

Sakn

Conclusion: APPROVED /

rouenne: OJOBPEHO

Prepared by /
IMonrorosneno: Pravesh Rana

Checked by /
ITpoeepeno: Pardeep Kumar

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

(-

3 [ ] Amit Kumar J\ =
Reprint Date / Reprint Date / Reprint Date /
Harta: 16.06.2025 Hara: 16.06.2025 Jata: 16.06.2025

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




Dr.Reddy’s “g‘

CERTIFICATE OF ANALYSIS

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

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

5

CEPTUDPUKAT AHAJIM3A

L Ceoapa o Casan 0
el YL YoloC ovuviaTuL

www.drreddys.com

IProduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets IFmg

|IIpoaykr: Keropoa® Dxcnpece (keTopoJiak) TabIeTKH, Alcieprapyemble B 0J10CTH PTa, 10 mr

Jauuensusa Ne

Market / Poinok :Russia / Poccus
Batch No / - V2501148 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepun 3600000 Tab
Analytical Repourt No/ . 040002965729 Date of Analysis / . 16.06.2025
AHanuTu9ecKHi oTyeT Ne JlaTa ananunza
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npou3BoaCTBA Toxen no |
Mfg, License No. /

) MA number: / _ JITI-Ne(004669)-(PI'-
IIpouzBoacTBeHHAN : MNB/05/263 Homep PY " RU)

Analysis performed according ND: / Ananns nposenen no HJI: JIII-Ne(004669)-(PT" -RU)-190224

Page 6 of 9/ C1p. 6 39

i:) Test / Iloka3aTeinb Results / PesyabTaThbl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHHYeCKHe PaCTBOPUTEIH
Isopropyl alcohol / 5 pgltab / Not more than 350 pg/tab. /
H3onponaxon 5 MKr B TabneTke He 6onee 350 Mxr B TabneTke.
10 | Microbiological purity*/ Mukpo6uosoruyeckas 4ucrora™ N
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / obLige YHCIIO He Gonee 10° KOE/r;
a3poOHBIX MUKPO-
OpPTaHH3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / ob11ee ynCIIO ne 6onee 10> KOE/r;
JPOMOKEBBIX U MTECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T.
11 Uniformity of dosagc units / 1.0 Acceptance value (4F) not more than
OnHopoaHOCTH 15.0 Ioxka3zarens nprueMiaeMocTH (4 ¥)
JO3UPOBAHHBIX eAUHHL] JIoJokeH ObITh He bonee 15,0.

Remarks: The Product conforms to ND/
Hpumeuanue: [Iponykt cootseTcTByeT Tpeboanusam HJI

Conclusion: APPROVED /
3akarwuenue: OJJOBPEHO

Prepared by /
ITonrorosneno: Pravesh Rana

Checked by /

Iporepeno: Pardeep Kumar
)

f—

Approved by: Manager/Executive /
Onobpeno: MeHemixep / €yl(0BOLlI/IT6J'II>
Amit Kumar N~

| -~

Reprint Date /
Jara: 16.06.2025

Reprint Date /
Mara: 16.06.2025

A

Reprint Date /
Hara: 16.06.2025

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




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIU3A

I e R L At o Ta N |
&t "L 0olus JLuuiTu .

www. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopoa® Dkcnpece (keTopoaak) TaberkH, JHcHeprupyemMsble B 10J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus -

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne VIR S O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002965729 Date of Analysis / - 16.06.2025

AHagurnyeckui oryer Ne JlaTa amanu3a

Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027

JaTta npoH3BoacTBA I'open no

Mfg. License No. / . Y

IlpousBoacTBeHHAs : MNB/05/263 M A.numberl g JII-Ne(004669)-(PT-
Homep PY RU)

JuueH3ns Ne

Analysis performed according ND: / Ananns nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 70of 9/ Crp. 7wz 9

foil.

pack. / Tlo
Oumcrepe  n3 (IMMA/AJUIID
Biaronoriotutenem/[I5BIT)

BKJIAABIIUEM B
KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL)
2 Dblisters with patient
information leaflet in a carton
10 Tabnetox B

C

¢donsru // (II3/AJ]) ¢onsru. o
2 6nucrepa BMECTE C JIUCTKOM-
HauKy

}2 Test / ITokazaTenb Results / PesynabTaThl Specification / Hopma
12 Assay / KoiinuecTBeHHO® 10.0 mg/ 10.0 Mr From 9.0 mg to 11.0 mg of
onpeaeseHue (99.6 %) C15sH3sNO3C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 Mr C15H13NO3°C4H11NO3
(xeroponaka TpomeTtamuH) (ot 90,0 no
110,0 % oT 3asABJIEHHOrO KOJIMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0915 mg/tab / Not less than 0.042 mg/tab. /
content / Coaep:kaHue 0.0915 mr B TabneTke He menee 0,042 Mr B TabneTke.
GYTHArHAPOKCHAHH30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne YOIAKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 Tabnetok B
6nucrepe 13 (TTA/AJI/TID c
snaronornotutenaem/I19BIT) doneru //
(I13/AJ1) ¢goupru. Mo 1 unu 2 Gnuctepa
BMECTE C JINCTKOM-BKJIaJbILIEM B IMayKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
Zakmaouenue: OJTOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

TTpumeqatue: HpoaykT cooTBeTcTRYeT Tpeboanusm HJJ

Checked by /
/ Ipoeepeno: Pardeep Kumar

£ 1

Approved by: Manager/Executive /
Opnobpeno: Menemiep / Pyrﬂ::BonHTenb

Amit Kumar

/\\'//‘

Reprint Date /
Hara: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Reprint Date /

Hara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@0 Forrnuiation Unit-6
; vill. Khol, Nalagarh Road, Baddi,

?
Dr. Reddy s “ Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS """ o' o o)
CEPTU®UKAT AHAJIU3A .y drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpece (keToposak) Tab/aeTku, AHcneprapyeMbie B MOJIOCTH PTa, 10 mr ]
Market / Poinox :Russia / Poccust

Batch No / . V2501148 Batch Quantity / ~ 3600000 tab /

Cepusa Ne ) O0neM cepuu " 3600000 Tab
Analytical Repovrt No/ - 040002965729 Date of Analysis / . 16.06.2025
AnanaTH4ecKHii oTyeT No JlaTa apajaun3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jara npoM3soacTBa T'onen no

Mifg. License No. / . .
IIpoussoacTBeHHAs : MNB/05/263 NI : JIL=N(00:4660)(FI

Homep PY RU)
JuueH3us Ne
Analysis performed according ND: / Ananus nposexen no H/I: JITI-Ne(004669)-(PT-RU)-190224 ]

Page 8 of 9/Ctp. 8 m3 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 JIEKAPCTBEHHOIO MpeNnapaTa KOHTPOJb Ka4ecTBa N0 nokasaresio «Mukpoduoioryyeckas
YHCTOTA» MPOBOAMTCS AN KaXKI0H 20-0ii cepHH, HIIM 1JIA OHOK CepUM B rod, B 3aBUCHMOCTH OT TOr0, YTO

HACTYNUT paHbLIeE.

API name / Haumenosanne APC: Ketorolac tromethamine / Keroponaka TpomMeTaMMH

INN/ MHH: Ketorolac / Keroponak

API manufacturer batch number / ABSHO001109, ABRE009903

Howmep cepuu nponssoautens APC:

FP Manufacturer API Batch number /

Homep cepHn cy0CTAHIMH IPOU3BOAHTEJIS FESA00158, FESA00166

TJIP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
ITpouzBoautean A®C, crpana: J-p Pexnu'c JlaGoparopuc Jita., Uuaus

Name, address, authorization No for  FP 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) /

HAUMEHORAHUE, D0EC, JIUULEHIAH LY H-p Pennu’c JTaGopartopue JIty., Huuwms, [Ipouspoaerneriioo
IlpousBoacTBeHHas miaomanka / Ilnomaaka noapasaenenue-6, Bunn. Kxons, Hanarapx Poya, bamnu, Jlnctpukr
KOHTpoJIsI KadecTsa / [lnomanxa einycka Conan, X.I1., 173205, Uanus (mueHzus 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 /
Tpumeuatiste: {IpoAYKT cooTBeTCcTBYET Tpebosanusam HJT 3akmouenune: OJOBPEHO
Prepared by / s | Checked by / Approved by: Manager/Executive /

[logrorosneHo: Pravesh Rana [ IIposepeno: Pardeep Kumar | Omo6peno: MeHemkep / PykoBoauresib

P Amit Kumar A
QJ—f/v /\f _

]

Reprint Date / Reprint Date / Reprint Date /
Jara: 16.06.2025 Jlata: 16.06.2025 Jara: 16.06.2025

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: L85195AP1984PLC004507
www.drreddys.com



= Dr. Reddy's Laboratories Ltd.
=) i o
Forrmulation Unit-6
DI’, Reddy,s ‘... Vill. Khol, Nalagarh Road, Badadi,
’ : _ istt. Solan, H.P., 173 205, INDiA
CERTIFICATE OF ANALYSIS Ef;f? s 2600E O '
CEPTHOHUKAT AHAJIM3A e o o

www.drreddys.com

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

TIpoaykt: Keropon® Dxcnpece (keTopoJak) TabaeTKH, AucHepripyembie B I0JIOCTH pTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . V2501148 Batch Quantity / : 3600000 tab /
Cepusa Ne Ob6bem cepun 3600000 Tab
Analytical Repovrt No/ - 040002965729 Date of Analysis / . 16.06.2025
AHanuTHYeCKHH oTyeT Ne JlaTa aHaau3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa npoH3BOACTBA T'open 1o

Mfg. License No. / . .
ITpouseoacTrBeHHAs : MNB/05/263 IMIEA ERGEEIOERE o : e (O 62) (R

Homep PY RU)

aHueH3ns Ne

_Analysis performed according ND: / Anasn3 nposeaen mo HJL: JITI-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».

3aka0ueHHe 0 cooTBeTcTBHH: «HaCTOAIMM S HOATBEPXIAI0, YTO TPUBEACHHAS BBl HHPOpPMAUUs SBISETCST
JOCTOBEPHOH H TOYHOM. DTa cepHsl MPOAYKLUHMHM NpoM3BeneHa (BKIIOYAs YIIAKOBKY (MapKMpOBKY) M KOHTpOJb
Ka4yecTBa) HA BLINEYKA3aHHOM IPOW3BOACTBEHHON ITOmajKe (IIOM@NKax) B IOJHOM COOTBETCTBHH C
TpeGoBaHUAMHU [IpaBuil HaIeKallel NPOU3BOACTBEHHON NPAaKTHKK EBpasniickoro 5KOHOMHYECKOrO COO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents0pst 2022) u TpeOoBaHHAMM KOHTPOJISA Ka4CCTBA JICKAPCTBEHHBIX CPEACTB,
a Talke B COOTBETCTBHH CO cllelU(MUKAIUAMY, COAEPXKAITUMHCA B PETHCTPALIMIOHHOM J0ChE CTPaHbI-HMIIOPTEPa.
3arucy 110 IPOM3BOJICTBY, YIIAKOBKE H aHATH3Y IPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHmsM 1TpaBi
HaJUIe)alel IpOU3BOACTBEHHOH IPaKTHKH EBPa3sHiCKOro SKOHOMHYECKOTO COH03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Hpumeuanne: [Ipoaykr cooTsercTByeT Tpebopanusim HJI axmouenue: OJJOBPEHO

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

IToarotosneno: Pravesh Rang/ Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoauresns
1 &:‘L . Amit Kumar [\ L

Reprint Date / Reprint Date / Reprint Date / '

Jara: 16.06.2025 Jara: 16.06.2025 Jara: 16.06.2025

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




