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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

Tel : 491 68166 56001-02
www.drreddys.com

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

Ipoaykr: Keropon® Dkcnpece (keToposiak) Ta0/1eTKH, AHCIEPrHpyeMble B M10J10CTH pra, 10 mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne Al O6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002934058 Date of Analysis / - 15.05.2025

AHaguTHYeCKHI oTyeT Ne JlaTa aHa/IM3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JlaTta npoH3BOACTBA I'ogen oo -

Mfg. License No. / . .

ITpon3BoacTBeHHAs : MNB/05/263 S e/ ; sl (UG i
Homep PY RU)

JHneH3ust Ne

Analysis performed according ND: / Anasins nposeges mo HJIL: JITI-Ne(004669)-(PI'-RU)-190224

Page10of9/Crp. 1 m39

No

No Test / [TokasaTenn Results / Pe3yabTaThl 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. / Kpyrnsle ruiockue miockue TabneTku ¢ ¢ackol, cBeTo-
TabneTkH ¢ gpackoil, cBeTIo- JKENTOr0 1BeTa C TPaBUPOBKOM «|» Ha
JKEJITOTO LiBETa C IPaBMPOBKOI OIHOIi CTOPOHE.
«I» Ha OJIHOM CTOpOHE.

2 Identification / UaenTnduranus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / VY®-crekTpel HOOINOLIEHUA
UCIIBITYEMOTO  pacTBopa M pacTeopa
CTaHfgapTHoro  ofpasla  KETOpoJiaka
TpoOMeTaMHHa JIOJDKHBI HMMETh
MaKCHMYMBI NPX OJHOH M TOH XK€ IUTHHE
BOJIHHI (£ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: ITpoaykt cooTBeTCTBYET TpeboraHusam HJ|

Conclusion: APPROVED /
3akawyenue: OJJOBPEHO

Prepared by /

IToarorosneHo: Ramakant

Checked by /
[Tporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauress
«

) Amit Kumar N ot
,&‘,\w} i - N
Reprint Date / ' Reprint Date / Reprint Date / )
Hara: 15.05.2025 Hara: 15.05.2025 Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maﬂ@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

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Exprég (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcmpecc (keToponak) TabiieTkH, ANCHeprupyenble B MOJOCTH pTa, 10 mr

Market / Peinok :Russia / Poccust

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne V2500891 O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002934058 Date of Analysis / . 15.05.2025

AHanuTHuecKHii oTdeT Ne JaTa anaau3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jlata mpon3BO/ICTBA T'ogen no

Mfg. License No. / . .

IIpousBoacTBeHHAN : MNB/05/263 DI : TIN5 (E=
Homep PY RU)

Junen3ua Ne

Analysis performed according ND:

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

Page2 of 9/Crp.2 u3 9

No

No Test / [Toka3zaTeanb

Results / PesynbTaThl

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 ynepKUBanus
OCHOBHOTO fIMKa Ha XpoMaTrorpamme
UCTIBITYEMOTO pacTtBopa IOJDKHO
COOTBETCTBOBATH BPEMEHH yNEP>KMBAHHs
OCHOBHOTO IMMMKa Ha XpOMaTorpaMme
pacTBopa CTaHAApPTHOTO obpasua
KeTOpoJiaka  TpoMeTaMuHa  (pasgen
«KOJIMYEeCTBEHHOE OTIPEICITIEHHE).

Remarks: The Product conforms to ND/
Tpumeuanue: IIpoaykT cooTseTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosineHo: Ramakant

it

Checked by /
Iposepeno: Pardeep Kumar

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

Amit Kumar L
Nl —

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jlara: 15.05.2025

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

CEPTUO®UKAT AHAJIM3A

Tel : +91 38166 56001-02
www.drreddys.corm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Ixcnpecc (keToposiak) TabiaeTiu, INCHeprupyemMsie B M010cTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne # V2500351 O0bem cepuu " 3600000 Tab

Analytical Repog‘t No/ - 040002934058 Date of Analysis / . 15.05.2025

AHajHTHYecKHH oTyeT Ne JaTa anajauza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTta nponsBoacTBa I'oxen ao

Mifg. License No. / A o

IIpon3BoACTBEHHAN : MNB/05/263 S number; £ s e (OO
Homep PY RU)

JiHIeH3ust Ne

Analysis performed according ND: / Auaau3 nposegen o HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30f 9/ Crp.3 w39

i? Test / IlokazaTesb Results / PesynbTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpoxcuaruzon 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
yIaepKUBAHUS ITHAKOB
2-6yTUArHAPOKCHAHU301a U
3-0yTUNrHAPOKCHAHU30Ma Ha

XpOMaTOrpaMMe HMCIBITYEMOT'O pacTBOpa

JOMXHBI  COOTBETCTBOBATh  BPEMEHaM
yIepKHUBAHHS TIHKOB
2-6y THATUAPOKCHAHU30]IA u
3-0yTHNrUAPOKCHAHU30Ma Ha

XpoMaTorpaMMe pacTBopa CTaHZAPTHOIO
obpasua OyTUITHIpOKCHaHU30Na (pa3fien
«CopepxaHue
OyTHITHAIPOKCHARU3OJIA).

Remarks: The Product conforms to ND/
IMprmeuanue: IIponykT cooTBeTcTBYET Tpebopanusam H/I

3aki

Conclusion: APPROVED /

wuenne: OJIOGPEHO

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

IToaroroeneno: Ramakant ITposepeno: Pardeep Kumar | Omobpeno: MeHemxep / Pykosoauressb
Amit Kumar -

Reprint Date / ' Reprint Date / Reprint Date / '

Hara: 15.05.2025 Hara: 15.05.2025 Jara: 15.05.2025

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
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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

CEPTHO®HKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.corm

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopoa® Jxenpece (keToposaak) Tabaeriu, AHCHEPrupyembie B NOJIOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne s ettt O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002934058 Date of Analysis / . 15.05.2025

AnanuTuyeckuit oryer Ne JlaTa ananuza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTta npou3BoaCTBA TI'opgen 10

Mfg. License No. / . o

Ilpon3BoacTBEHHAS : MNB/05/263 M numbex: 4 : JITI-N2(004669)-(PT-
Homep PY RU)

JHnen3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo H/L: JITI-No(004669)-(PT-RU)-190224

Page 4 of 9/ C1p. 4 39

PacnmapaeMocThb

1;00 Test / ITokasaTenn Results / PesyabTaThi Specification / Hopma
3 Average weight / Cpeansst 69.7 mg / 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca ] Ot 67,2 Mr po 72,8 mr (70,0 Mr £ 4,0 %).
Complies / CoOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OAHOpPOAHOCTH MACCHI 2/20 tablets - not more than £ 20 %. /
18/20 Ttabnerok — He 6Gonee = 10 %;
2/20 tabietox — He 6onee £ 20 %.
4 Disintegration time / 00 min 22 sec / 00 MuH 22 cek Not more than 3 min. / He 6onee 3 Mu=.

75% (Q) of

5 Dissolution / PacTeopenne Unit-1/ Ta6a-1 101 % Not less than
. C15H13NO3C4H11NO; (ketorolac
Unit-2 / Tabu-2 101% tromethamine) in 15 min. / He MmeHee
Unit-3 / Ta6n-3 100% | 75%  (Q  CisHisNOs*CHnNOs
. (keToposaka TpOMETaMUH) uepes 15 MHH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 100%
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

[Ipumeuanye: ITponyKT cooTBeTCTBYET TpeboBanusam HJT

Zaxmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
IMposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoauressb
Amit Kumar =

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax; +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

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

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

CEPTHDUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

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

Ipoaykr: Keropoa® Jxenpecc (keTopoaak) TabaeTks, AHcHeprupyemsie B nojgoctu pra, 10 mr

Market / Poinok :Russia / Poccus N -

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne AL O6bem cepun " 3600000 Tab

Analytical Repo:’t No/ . 040002934058 Date of Analysis / . 15.05.2025

AHajnurHyeckmii oTuer Ne JlaTa ananusa

Date of Manufacture / - 04/2025 Date of Expiry/ . 03/2027

JaTta npon3BoacTea I'open no

Mfg. License No. / . o

Ipon3soacTeenHas : MNB/05/263 Misnumbere g JIKI-N2(004669)-(PT-
Homep PY RU)

auuenzus Ne

Analysis performed according ND: / Anaaus nposeien mo HJL: JITI-Ne(004669)-(PT -RU)-190224

Page5of9/Crp.Smn39

1‘]\1.00 Test / Iloka3zaTenn Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTb 710 ym sieve is formed. / O6pasyercs
ONHOPOIHAS CYCHEH3Us, NPOXONAIIas
CKBO3b CHTO C pa3MepOM OTBEPCTHiA
710 MKM.
7 Impurities / IIpumecn
1-hydroxy analog of Below LOQ (LOQ =0.032%) /| not more than 0.5 %; / He Gonee 0,5 %;
ketorolac: / Huxe npenena KONUYECTBEHHOTO
1-ruapokcuaHanor onpenenenus (ITKO = 0.032 %)
KeTopoJaka
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6oee 0,8 %;
1-keToaHasor xeToposaka
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
eVHIYHasl
HeUJEHTH(GUITHPOBAaHHAS
MPUMECH
 total impurities / 0.0432% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa npumeceit
8 Water content / 23 % Not more than 7.0 %. /
ConeprxaHue BOAbl He Gonee 7,0 %.

Remarks: The Product conforms to ND/

ITpumeuanue: [Tpoaykr cooTBeTcTBYeT TpeboBaHmaM HJI

3akJa

Conclusion: APPROVED /

uenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
ITposepeno: Pardeep Kumar

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

Amit Kumar S
Rt o " N
= Nl
Reprint Date / ) Reprint Date / Reprint Date / '
Hara: 15.05.2025 Jara: 15.05.2025 JHara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HMKAT AHAJIA3A

Tel: +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jkcnpecc (KeTopoak) TabaeTKH, AMCHEeprupyeMble B HOJIOCTH pra, 10 mr

Market / PoiHok :Russia / Poccus
Batch No / ; Batch Quantity / 3600000 tab /
Cepus Ne = 2000 O61bem cepuu " 3600000 Tab
Analytical Report No/ . 040002934058 Date of Analysis / . 15.05.2025
AnajluTHYecKHH oTyeT No JlaTa aHAJIH3A
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jlata npou3BoJcTBa Tonen xo -
Mfg. License No. /

i MA number:; / _ JITI-Ne(004669)-(PT -
IIpousBoacTBeHHAN : MNB/05/263 Homep PY " RU)

JHIeH3Hs1 Ne

Analysis performed according ND: / Ananu3 nposegen no HJ/L: JITI-Ne(004669)-(PT° -RU)-190224

Page 6 of 9/ Crp. 6 m3 9

1;.00 Test / ITokazaTenn Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHbIe OPraHH4YecKHe PACTBOPUTEH
Isopropyl alcohol / 3 pg/tab/ Not more than 350 pg/tab. /
HzomnponaHon 3 Mkr B TabneTke He 6onee 350 Mkr B Tabnetke.

10 | Microbiological purity*/ Mukpo6uosiorudeckas yucrora*

Total Aerobic Microbial
Count / ofliee YUCII0

not more than 103 CFU/g; /
He Gonee 10° KOE/T;

OaHopOOHOCTH
JO3UPOBAHHBIX eJHHHLL

NA
a’pO6HBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / ob1iee uucno NA He 6onee 102 KOE/r;
JPOXOIKEBBIX M [UIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBUE B 1 T
11 | Uniformity of dosage units / 43 Acceptance value (A7) not more than

15.0 TlokasaTens mpuemsieMocT (4V)
IOoKeH ObITh He Oornee 15,0.

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykr coorBeTcTBYET TpeboraHusiM H]T

Conclusion: APPROVED /
3axmouenune: OJIOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

oo

Checked by /

IIposepeno: Pardeep Kumar

4

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykoroanresib
Amit Kumar \. 1; .

|I //-

J

v

Reprint Date /
Jata: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drrecdys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpecc (keTopoiak) TabieTKH, AHCIeprEpyeMble B MOJIOCTH pTa, 10 Mr

Market / Peinox :Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne £ Y20 00801 Oo6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002934058 Date of Analysis / . 15.05.2025

AHaquTHYeCKHH oTyeT Ne JlaTa arajn3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa npou3BoacTBa T'onen no -

Mfg. License No. / ) o

IlpousBoacTBEHHAN : MNB/05/263 i L g A=Ne(006%)=(ENS
Homep PY RU)

JannexHzng Ne

Analysis performed according ND: / Anasnns npoexen no HJL: JIT-Ne(004669)-(PI'-RU)-190224

Page 70f 9/ Crp. 7 u3 9

No

Ne Test / [loka3zaTtennb

Results / Pe3yabTaThl

Specification / Hopma

12 Assay / KonnuecreeHHoe
onpeaesicHue

10.0 mg / 10.0 mr
(99.5 %)

From 90mg to 11.0 mg of
CsH;3NO3C4H | 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 Mr C15H13N03'C4H1 ]NO3
(keroponaka TpometamuH) (ot 90,0 mo
110,0 % OT 3aABIEHHOTO KOJMYECTBA) B
TabyeTke.

13 Butylhydroxyanisole
content / CopepxaHue
6yTHITHAPOKCHAHH30J1a

0.0914 mg/tab /
0.0914 mr B TabaeTke

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

14 | Package description /
OnucaHue ynakoBKu

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. / Ilo 10 Ttabnerok B
6nucrepe w3 (ITA/AJI/IID ¢
Braronorjotutenem/IIOBIT)
¢oneru // (II3/AJT) donsra. Ilo
2 6nucTepa BMECTe € JIUCTKOM-
RKTTAJTRITTIEM R navuky
KapTOHHYIO.

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
6rucrepe u3 (ITA/AJITID c
pmaronornoturenem/IIIBIT) donsru //
(II3/AJT) doneru. o 1 unu 2 Gnucrepa
BMECTE C JIMCTKOM-BKJIaJpIIIeM B Ma4kKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

ITpumeuanue: [Ipoaykt cootBeTcTBYeT TpeboBanusm HJ

Conclusion: APPROVED /
3axkmouenune: OQJJOBPEHO

Prepared by /
IMoarotosneno: Ramakant

Qs

Checked by /
Iporepeno: Pardeep Kumar

=

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

N

Reprint Date / ‘
Jara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tei: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

.. Q%
Dl’. Reddy S o Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponaykr: Keropoa® Dxcnpece (keTopoak) TaGieTKH, JHCAEPTHpYeMble B IOJI0CTH pTa, 10 Mr I
Market / Peinok :Russia / Poccnst
Batch No / - V2500891 Batch Quantity / 3600000 tab /
Cepus Ne ' O6nem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002934058 Date of Analysis / . 15.05.2025
AHaauTH4ecKdii oTuet Ne Jlara anaau3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npon3BoacTBa I'onen 1o
Mifg. License No. / . .
IIpousBoacTBeHHast : MNB/05/263 RiASnumber / : SIINE(R04GE2) (RIS
Homep PY RU)
JTHIen3usa Ne
Analysis performed according ND: / Anaius npoexen nmo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ C1p. 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 BbINYyCKE JIEKAPCTBEHHOrO TpenapaTa KOHTPOIb KA4YeCTBa N0 NMoKasaTesto « MUuKpooHoioruiecKast
YHCTOTA» NPOBOAUTCS AJsl KaXxaodi 20-0ii cepuu, HIIH 1Ji1S OHOM CEPHH B ro/l, B 3aBHCUMOCTHU OT TOI0, YTO

HACTYIUT paHbUIE.

API name / Haumenosanue A®PC: Ketorolac tromethamine / Keroponaka TpomMeTaMHH

INN/ MHH: Ketorolac / Keroponax

API manufacturer batch number / ABRH009903

HomMmep cepun npouszsogutens ADC:

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIIHH NPOH3BOAUTEIS FESA00034

TJ1d:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouspoaurtear APC, crpana: J-p Pennu'c Jlabopatopuc JItn., Unaus

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) /

HaumeHOBaHmue, ajpec, JHIEH3USA NI H-p Pennu’c Jlaboparopuc Jlta., Unousa, IlponssoncTeenHoe
IMpousBoacTBenHas naomagka / Ilmomanka nonpazaenenue-6, Bt Kxons, Hanmarapx Poyn, banam, J{ucTpukT
KOHTpOJA KauecTBa / IInomaaka BeinycKa Coman, X.I1., 173205, Uuaus (uuensus nomep 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 /

ITpumeuanue: IlpoaykT cooTBeTcTBYET Tpeboranusam HJI 3axmwuenne: OJJOBPEHO

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

[NoaroroeneHo: Ramakant Iposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoaurtens

Amit Kumar Nt

Ao s N

Reprint Date / \ Reprint Date / Reprint Date / )

Jara: 15.05.2025 JlaTa: 15.05.2025 JHata: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, 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.

So . :
? @ Fermulation Unit-6
Dr. Reddy S ". Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : 401 58166 56001-02
CEPTHDHUKAT AHAJIA3A ~ © ' *°° 7%
S www.dlreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Keropoa® dxcnpece (keToposiak) TabJaeTKH, AHCIEPrUpyevble B MOJIOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepus Ne 3 V2500891 O0bem cepun " 3600000 Tab
Analytical Report No/ . 040002934058 Date of Analysis / - 15.05.2025
AHanuTHdeckHii oTueT Ne JlaTa anaiu3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara nponsBoacTea T'onen 1o _
Mfg. License No. / . .
IIpoussoAcTBeHHAS : MNB/05/263 e 0 p L e(OOS(EEE
Homep PY RU)
JuueH3HsA Ne
Analysis performed according ND: / Anan3 nposenen mo H/L: Jll'[-Ng(_[lfJ4669)~(PF-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».

3ak04eHHe 0 cooTBeTcTBHM: «HacTosmyM s MOATBEpKal0, YTO IPUBEAEHHAs BbIlle HHGOPMAIUs ABISETCSA
JTOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKIHMH IPOM3BeJeHa (BKIIOYAs YMAKOBKY (MapKUPOBKY) M KOHTPOJb
KadecTBa) HA BhLINIEYKA3aHHOM NPOM3BOJCTBEHHOM IUIoOmaAke (IUIOIMAAKax) B IIOJHOM COOTBETCTBHH C
TpeGosanusaMu [IpaBui HaUleKallel IPOU3BOACTBEHHOM NPakTHKH EBpasuilCKOro 5KOHOMHYECKOro coro3a (No
GMP/EAEU/RU/00554-2022 ot 02 centsiopst 2022) 1 TpeOOBaHUAMHM KOHTPOJII Ka4e€CTRa JICKapCTBEHHBIX CPEICTB,
a TaKXe B COOTBETCTBHH CO CIEIM(PUKAIMAMHU, CONEPHKALIUMHUCS B PETMCTPAMOHHOM JI0Che CTPAHBI-UMIIOPTEPA.
3amrcH o IPOM3BOICTRY, YIIAKOBKE M AHAK3Y IIPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE TpeOoBaHMsM IIpaBui
HaJUIeXaIlel TPON3BOICTBEHHOM IPaKTUKU EBpa3sHiCKOro 3KOHOMHIECKOTO CO03a).

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

ITpumeuanue: Ilpoaykr cootBercTByeT TpeboBaHusam HJI 3akmouenue: OJJOBPEHO

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

INoproroeneno: Ramakant ITposepeno: Pardeep Kumar | Onobpeno: Mesemxkep / PykoBoauresns

i Amit Kumar e

g — N
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