Dr.Reddy’s “g’.

Dr. Reddy's Laboratories Ltd.
Farmulation Unit-6
viii. Yol ilalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Disic. Soian, AP 173 205, INDIA

CEPTUOMKAT AHAJIH3A

fois e $RSHE 56001-02

e

Product : Ketorol Expfess (ketorola

¢) Orally Disintegrating Tablets 10 mg

Hpoaykr: Keropon® Jxenpece (xeTopoaaK) TAGNCTKH, ANCAEPIHPYCMBIC B moJocTH pra, 10 Mr

Market / Prinok :Russia / Poccnst

Batch No / , Batch Quantity / ~ 3600000 tab /

Cepusi Ne 5 Bl O6mbeM cepiu ' 3600000 Tab

Analytical Repo-}'t No / . 040002951148 Date of Analysis / . 30.05.2025

Anamnriaecknii oTaer Ne Jlata anaan3a

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

HaTa npou3BoacTsa Tojen Ao

Mfg. License No./ . o

IIpon3BOACTBEHHAS - MNB/05/263 MA number: / : JII-Ne(004669)-(PT"-
Homep PY RU)

asuensus Ne ‘

| Analysis performed according ND: / Anaaus nposesen no HJL: JOI-Me

((104669)-(1’1"-_“U’)—190224

Pagel1of9/Crp. 1u39

Specification / Hopma

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyribie
nnockhe TabieTkH ¢ (ackod, CBETIIO-
eJTOro LBeTa C TPaBUPOBKOA «l» Ha
ofHOM CTOPOHE.

No
N Test / [lokazaTenb Results / PesyibTathl
1 Description / Onucanue Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyriibie MIOCKHE
TabneTky ¢ (ackoi, CBETIO-
JKENITOTO LIBETA C TPABHPORKON
«l» Ha OHOM CTOPOHE.
— |
2 Identification / WhdenTudmranns

| Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
Kketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / YP-CIeKTpsl norJTOLIeHU:A
WCTILITYEMOTO ~ pacTeopa W pactsopa
craHmaptHoro  ofpasua  KeTOponaka
TpoMeTaMHHa JOJDKHBI MMETh
MaKCUMYMbI TIpY OAHOH U TOM e MNHHE
BOJIHGI (& 2 HM).

Remarks: The Product conforms to ND/

Conclusion;: APPROVED /

[Tpumeyanne: ITPOAYKT COOTBETCTBY

et rpebopaniam HJL

3axmouenne: OIOBPEHO

Prepared by /
[MonroTornero: Rama Kant

ol

Checked by /
TposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Opo6peno: Menevkep / Pyropoantent
Pavan Kumar Sharma .

S
A _--"'_'-’

_-_1;_';-:-""’;

Reprint Date /
Jlara: 30.05.2025

Reprint Date /
Jlara: 30.05.2025

Reprint Date /
Jlata: 30.05.2025

Registered Otfice: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 5U0U34, lelangard, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s ‘%

CERTIEICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Forrmulation Unit-6

Vil Krol, Malagarh Road, Baddi,
Dise, Saiaa, H.P, 173 205, INDIA

CEPTHOUKAT AHAJIH3A

L

Product : Ketorol Express (ketorolac) Orally Disintegrating

Tablets 10 mg
Tpoayskr: Keropos™ Jrenpect (KETOPOARK) rabaeTH, ANCHeprupyeMbie B NOJI0CTH PTa, 10 mr _

+01 w5165 56001-02

Market / PeiHOK :Russia / Poceus —
Batch No / - Batch Quantity / ~ 3600000 tab /
Cepusi Ne I O6bem cepui * 3600000 T26 |
Analytieal Report No/ . 040002951148 Date of Analysis / . 30.05.2025
ABanuTiHueckHii oTueT Ne Mara apanuza
Date of Manufacture / . 05/2025 Date of Explry/ . 04/2027
JAara npousBoacTBa Tojten /10
Mfg. License No./ ‘
. MA number: / _ JITI-Ne(004669)-(PX -
IlpousBsoacTBEHHAS : MNB/05/263 Homep PY ' RU)

nunenzna Ne

Analysis performed according ND: / Ananus mposeaei o HI: J ﬂ-Ne{(lU-iﬁﬁSi)—(Pl“-RU}~190224

Page20of9/Crp. 2139

No

N Test / [loka3zaTeab

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 ynepiUBanui
OCHOBHOrO [DOMKa Ha XpoMarorpamme
HCNLITYEMOTO pacTBopa JOJDKHO
COOTBETCTROBATH BPEMEHH YIEPKHUBaHUA
OCHOBHOTO TNWKa Ha XpoMarorpamme
pacTeopa CTAHAAPTHOID obpazua
KeTopofiaka  TPOMETaMiia (paznesn
«KONNYECTREHHOE OTIPCAEICHHE»).

Remarks: The Product conforms to ND/
pumeuanne: [TPOAYKT COOTBETCTBYET rpeGopannam HIL

Conclusion: APPROVED /
3amouenne: OJOBPEHO

Prepared by / Checked by /
MonroroeaeHo: Rama Kant

Qo ——

IIpoBepero: Pardeep Kumar

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBoaHTEh
Pavan Kumar Sharma

i i

Reprint Date /
Jlara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Hara: 30.05.2025

Registared 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: L85S195AP1284PLCO04507

www.drraddys.com




Dr.Reddy’s ":‘

Product : Ketorol Expressﬁe_to_rolac) Orally
Mpogykr: Keropoa®™ Sxcenpece (kev

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
il Khol, Malagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Db Zoiais, H.P., 173 205, INDIA

CEPTHO®HKAT AHAJIH3A

Tl Pl 51157 5600102

Disintegrating Tablets 10 mg
opouark) Tabaeriy, aucneprupyempie B nosnocrn pra, 10 mr

—_—

Market / PoiHok :Russia / Poccus i B

Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne R0 O6nem cepii " 3600000 126
Analytical Report No / . 040002951148 Date of Analysis / . 30.05.2025
Anammriyeckuii oT4eT No Tara anajusa

Date. of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npon3BoACTEA Tozen 10

Mfg. License No. / i 3
Ipon3BoAcTBEHHAs - MNB/05/263 MA pumber: / : JIIE-Ne(004669)-(PT-
. Homep PY RU)

JIHUEH3HST Ne

| Analysis performed according ND

: / Ananan3 nposeaen mo HJL .III'I—.“&_@U4669}-(!’1"-]1{1}—19_(_]&4_

Page3of9/Cip.3m3 9

T
Ne

Test / [Jloka3zaTeb Results / PesyibTaThl

Specification / Hopma

Butylhvdroxyanisole Complics / CoOTBETCTBYET
Bymunaudpokcuanuson

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). / BpeMeHa
Ve UBAHNA NHKOB
2-GyTWIrnApOKCHARN30NA n
3-GyTHATHOPOKCHAHHIONR Ha

XPOMATOTPAMME HCTBITYEMOFO pactRopa
JO/KHBL  COOTBETCTEOBATH  BPEMCHAM

ylepKHBAHNSA IIHKOB
2-0yTHIrHAPOKCHAHM30IA "
3-ByTWICHAPOKCHAH30MA Ha

XPOMATOrpaMMe pacTsopa CTaHAapTHOro
ofpasiia Gy THATHAPOKCHAHIBONMA (paspen
«ConepikaHue

6ymnrmq}oxcnaﬂn3ona»).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tlpnmeuanue: TpoayKT coornercrayer TpebosanuaM HJL Jawmotenne: QAOEPFHO
Prepared by / Checked by / Approved by: Manager/Executive /
[omrotosneto: Rama Kant [Iposepeno: Pardeep Kumar Ono6peno: Menemiep / Pykasoantenn
} Pavan Kumar Sharma ;rJ s ;
1L N S =
Reprint Date / ] Reprint Date / Reprint Date /
Hara: 30.05.2025 Jara: 30.05.2025 Jlara: 30.05.2025

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

CIN: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s ‘%.‘.'

CERTIFICATE OF ANALYSIS U”

Dr. Raddy's Laboratories Ltd.
Formulation Unit-6
Vil KKkol, i1alagarh Road, Baddi,

CEPTHOUKAT AHAJIM3A

<. Solzi, H.P, 173 205, INDIA
3104 56001-02

TSN e Talas Tt f 22

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

TIpoayxs: Kero oa" Drcnpece (keTopoaak) TabaeTkH, Ancnepri pyeMLie B OJIOCTH PTa, 10 mr
Market / PbIHOK :Russia / Poccus _ '
Batch No / , | Batch Quantity / 3600000 tab /

| Cepus Ne i O6bem cepii " 3600000 Tab
Analytical Repourt No/ . 040002951148 Date of Analysis / . 30.05.2025

| AHAANTHYECKHH OTHeT Ne JlaTa ananmsa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jlara npou3BoACTBR T'ojen 10
Mfg, License No. / . .
IIpon3BoacTBEHHAS : MNB/05/263 MA number: / : JUIL-Ne(004669)-(PT™

Homep PY RU)
nuensns N
| Analysis performed according ND: / Ananus uposejien no H/L: JIII-N2(004669)-(PT-RU)-190224

Page4 of 9/ Cip. 4u3 9

1;.:) Test / loka3aTenh Results / Pe3yibTaThl Specification / Hopma
3 Average weight / CpeaHas 70.0 mg/ 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg * 4.0 %). /
macca ) 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 %;
OJHOPOAHOCTh MACChl 2/20 tablets - not more than & 20 %. /
18/20 Tabnetok — He Oonee =+ 10 %:;
2/20 Tabnetok — He Gonee £ 20 Yo.
4 Disintegration time / 00 min 24 sec / 00 MuH 24 cex Not more than 3 min. / He 6once 3 mulL.
PacnagaemMocTh
5 Dissolution / PacTBopeHue Unit-1 / Ta6n-1 06 % Not less than 75% (Q) of
. C15H|3NO3'C4H|1N03 (ketorolac
Unit-2 / Tabn-2 98 % tromethamine) in 15 min. / He menee
Unit-3 / Tabn-3 98 % 75 % Q) CisH3NO3*CqHiNO3
B {keTopOJiaKka TpOMETaMHH) Hepes 15 MHH.
Unit-4 / Ta6n-4 98 %
Unit-5 / Tabn-5 99 %
L Unit-6 / Tabn-6 100 %

Remarks; The Product conforms to ND/
[Mpnmeuaniie: [IpoayKT COOTBETCTRY!

et Tpedosatmam HIL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by /

[loarorosneto: Rama Kant

Tpoepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6pero: Menemkep / Pyropomirens
Pavan Kumar Sharma !

.'/ -
i e

o

l.M-'--LeT
] el

Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.05.2025 Jlara: 30.05.2025 Jiara: 30.05.2025

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

WWW.

drreddys.com




Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vili. Kiol, Malagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Uist. 3aian, HP, 173 205, INDIA
L aaint 56001-02

CEPTHOHKAT AHAJIM3A Tk 485 G

FECTEtLT oM w o1 ¢ x S — -

Dr.Reddy’s €3¢

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Sxenpece (keropoaak) TabneTks, aucueprupyembie B MOJOCTH PTa, 10 mr
Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /
Cepua Ne AL, O6nem cepun ' 3600000 Tab
Analytical Repoj‘t No/ - 040002951148 Date of Analysis / . 30.05.2025
Awnannrugecknii orver No Jlara aHaJIH3a |
Date of Manufacture / . 05/2025 Date of Expiry/ . 04/2027

| JlaTa npon3BOACTBA I"oaen po
Mfg. License No. / . "
TIponzpoacrBennas : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-

Homep PY RU)

naven3us Ne

Analysis performed according ND: / Ananus nporejes mo HIL: JITI-N2(004669)-(PT-RU)-190224

Page Sof 9/ Crp. Smu3 9

JAucnepeHocTb

I}? Test / [TokasaTean Results / PesyabTaThl
6 Particle size distribution / Complies / CooTBETCTBYET

Specification / Hopma

[ A uniform s suspension passing through a

710 pm sieve is formed. / O6paszyercs
ONHODOLHAS CYCITICH3USA, NPOXOIALAS
CKBO3b CHMTO C pasMepoM OTBEpPCTHH
710 MKM.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
l-ruppoxcuanaior
KeTopoJjlaka

~ 1-keto analog of ketorolac /
1-KeToaHanor KeTopoaKa

unidentified impurity /
eqMHUYHAs
HeWAEeHTHGULMPOBAHHAS
NpUMecCh

0.0035%

0.06%

0.02%

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

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

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

total impurities /
CyMMa Ipumecei

0.1%

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

8 Water content /
CopepxanHe BOIbI

21%

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

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
3ararouenne: OHOBPEHO

Prepared by /
[Moarorosneno: Rama Kant

Checked by /
IIposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menenxep / Pyxosoﬁu renb
Pavan Kumar Sharma T e

s

Reprint Date /
Hara: 30.05.2025

Reprint Date /
Harta: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Benjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drraddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPHKAT AHAJIM3A

Tel ; +81 68166 56031-02
www.drreddys.com

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

Mpoayxr: Keropoa® Dxenpece (keTopoak) TabaeT, ANCMeprupyembie B no.socTn pra, 10 mr

Market / Prinok :Russia / Poccus .

Batch No / ] Batch Quantity / - 3600000 tab /
Cepns Ne RN O6bem cepHn " 3600000 Tab
Analytical Report No / - 040002951148 Date of Analysis / . 30.05.2025
AxanuTHYecKHH oTyeT No JaTa aHanM32a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Mara NPOU3BOACTBA Tonen ao

Mfg. License No. / i o u
IIpoussoacTBEeHHAN : MNB/05/263 MA number; / : e G
Homep PY RU)
JHIeH3Us No —

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

Page 60f9/Crp. 6 u39

OaHopoaHOCTE
[J03HPOBAKHLIX €AMHHLL

1}? | Test / IlokasaTtens { Results / PesyabTaTs! Specification / Hopma
9 Residual solvents / OcTaTounble OpraHn4YecKHe PACTBOPHUTENH
Isopropyl alcohol / 10 pgftab / Not more than 350 pg/tab. /
Hsonpomnanon 10 mxr B TabneTke He Gonee 350 mxr B TabneTke.
10 | Microbiological purity*/ Mukpo6uosoruyeckas yMcToTa®
" Total Aerobic Microbial NA not more than 10 CFU/g; /
Count / o6ee yucno He 6onee 10° KOE/T;
a3pO6HBIX MUKPO-
OPraHU3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / obiee qucIo He 6onee 102 KOE/T;
OPONOKEBBIX Y ITECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 I
11 | Uniformity of dosage units / 4.8 Acceptance value (4¥) not more than

15.0 [Nokasarens npuemiemocts (AV)
noskeH 6uITh e Honee 15,0.

Remarks: The Product conforms to ND/
Ipumeuanue: [poxykT cooTBeTcTBYET TpeboBaHHAM H]J

Conclusion: APPROVED /
3axmoyenne: OINOBPEHO

Prepared by / Checked by /
IToAroToBNEHO! Rl\ama Kant

ol f

o !
,/ SN

[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykosoayTent
Pavan Kumar Sharma i ==

e -
C»rl T

P il

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Hata: 30.05.2025

Reprint Date /
Jara: 30.05.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507
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

CEPTUDPHKAT AHAJIM3A

Tel : +91 9816€ 56001-02
www.drreddys.com

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

Mpoayxr: Keropoa® Drenpece (kevoponak) rabaerks, xueneprupyemsie B NOJMOCTH PT4, 10 mMr

Market / Prinok :Russia / Poccus
Batch No / . V2501048 Batch Quantity / 3600000 tab /
Cepus Ne b Ofnem ceprH " 3600000 Tab
Analytical Repo:'t No/ . 040002951148 Date of Analysis / . 30.05.2025
AnagaTRYecKuii oTHeT No IlaTa aHaJH3A
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

| JlaTa npoH3BOACTBA Tonen no :
Mfg. License No. / i .
IIpou3BoJCTBEHHAR : MNB/05/263 VSR Tl S JIT-Ne(004669)-(PT-

Homep PY RU)

aunensus Ne

Analysis performed according ND: / AHaan3 npoBeies no HIL: JITI-Ne(004669)-(PT-RU)-190224

=]

Page7of9/Crp.7u39

No

-

No Test / [TokazaTenn Results / PesyasTaThl Specification / Hopma
12 | Assay/KoandecTBeHnnoe 10.2 mg/ 10.2 mr From 9.0mg to 11.0 mg
onpeaesieHHe (102.2 %) Cy5H13NO3-C4H11NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 Mr C5H13NO3¢C4H 1 1NO3
(keToponaka TpoMeramuH) (ot 90,0 mo
110,0 % OT 3asBIEHHOrO KOMHYECTRA) B
TabneTxe.
13 | Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab. /
content / CogepsxaHHe 0.0955 mr B TabneTke He meuee 0,042 Mr B TabneTke.
OyTuArHIpoKCHAHU30J1a
14 | Package description/ 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKy (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabietok B
6nucrepe u3 ([TA/AJVIIS ¢
gnaronoriotutenem/[I1OBIT)
donsru // (IIS/AJT) donern. o
2 6nucTepa BMeECTe C JIUCTKOM-
BKJIAJBILIEM B nayKy
KAPTOHAYTO.

(97t

BME

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTox B

praronornoruteneM/[I13BIT) doneru //
(IT3/AI) donwru. Mo 1 win 2 6nucrepa

KAPTOHRYIO.

cTepe n3 (TTA/ATVITD ®

CcTE C JIMCTKOM-BKJTAABIIIEM B ITRYKY

Remarks: The Product conforms to ND/

TpumMeuanue: [IpOLYKT COOTBETCTBYET Tpebopannam HJI

. Conclusion: APPROVED /

Sanwyenne: OJJOGPEHO

Prepared by /
Tloxrorosinedo: Rama Kant

Checked by /
Mpoeepero: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PyKOBOAHTEMD

M dd» r Pavan Kumar Sharma ) A
s/ Cadeen L_,/-“""’

Reprint Date / L Reprint Date / Reprint Date /

Jata: 30.05.2025 Iara: 30.05.2025 Mata: 30.05.2025

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: L85195AP1384PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS b |
CEPTHOMKAT AHAJH3A | "9 98166 5600102
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixempece (keroponak) TabIeTKH, AHCIEPrHpyemble B MOIOCTH pra, 10 mr s
Market / Peinok :Russia / Pocenst B i
Batch No / p Batch Quantity / _ 3600000 tab / 9
Cepna Ne A VPILRR O6rem cepii " 3600000 Tab
Analytical Repo‘}'t No/ . 040002951148 Date of Analysis / . 30.05.2025
AHanuTHYeCcKHH oTueT No Hata anaausa el
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npou3BoACTRA T'onen no e
Mfg. License No. / " b
TIpon3BoaCTBeRHAS . MNB/05/263 g"‘ "“‘}',‘i’,“'/ : ITI})'N'(OO““”'(PF'
Jinensua Ne omep
Analysis performed according ND: / Anamus nposeaes mo HJL: JII-Ne(004669)-(PI'-RU)-190224 _

Page 8 of 9/Ctp. 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.

* TIpn BINMYCKe JIEKaPCTEEHHOTO NpenapaTa KOHTPOJIb KaYecTBa 110 NoKasaTelto «Mukpo6Honornyeckast
YHCTOTa» NPOBOIHTCS A Kaxa0ii 20-0f cepuH, IWIH A1 OAHOI CCPHH B rod, B 3ABHCHMOCTH OT TOr0, 4TO

HACTYIHUT paHbIUE.

API name / HanmenoBauue APC:

Ketorolac tromethamine / Keroponaka TpoMeTamMiH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussoauTeas ADC:

ABSH001109

FP Manufacturer API Batch number /
Homep cepnn cy6cTaHIMH NPOM3IBOAUTENS
rJad:

FESAQ0158

API Manufactured by & country/
Nponssoparens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Penan'c JlaGopatopuc Jita., Unans

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

HaxMeRoBaHHe, aIpec, JHICH3IHA 1S
IIpon3BoACTBEHHAS MJIOINAAKA / Ilnomamxa
KOHTDOJIs KavecTsa / Ilnomanka BbiIycKa

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

J-p Pennu’c Jlaboparopuc JIta., Mumms, ITpou3BOACTBEHHOE
noapasaenenve-6, Buwur. Kxone, Hanarapx Poyx, Banmu, ductpukT

Conas, X.I1, 173205, Muaus (smuensus 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/

[pumeuanue: IIponykT cootBeTcTBYeT TpeboranuaM HIT

Conclusion: APPROVED /
Zakmouenne: ONNOBPEHO

Prepared by /
TloarorosneHo: Rama Kant

Checked by /
TIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ogno6peno: Menemxkep / Pyrkosoauteis

Pavan Kumar Sharma o

< ;r‘,_,_ == -

e

g

%AUL/L
Reprint Date /

Hara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

—

Reprint Date /
JlaTa: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +97 40 4500 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1884PLC0O04507
www.drreddys.com




) Dr. Reddy's Laboratories Ltd.
. . .
! ‘ Formulation Unit-6 »
Dr‘ Reddy S ... vill. Khol, Nalagarh Road, Baddi,
i CER’I‘IFICATE OF ANAI“rSIS Distt. Solan, HP, 173 205, INDIA
CEPTHOUKAT AHAJH3A  '© | +9198166 3600102

—_— www.dsraddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIponyxT: Keropoa® Jxenpece (keroponask) raiaerk, Aucneprupyemsie s monocru pra, 10mr
| Market / Poinok :Russia / Poceus .
Batch No / ! Batch Quantity / 3600000 tab /
Cepust N V2RO O6bem cepHH " 3600000 Tab
Analytical Repourt No/ - 040002951148 Date of Analysis / . 30.05.2025
AHaauTHveckuii oTyer No Iara aHaan3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jlara npon3BoACTBA B T'ogen no
Mfg. License No. / . o
IIpousBoscrBeAHasn - MNB/05/263 MA pumber: / e JULL-Ne(004669)-(PT-
? Homep PY RU)
Jgnnensua Ne S —_—

{ Analysis performed according ND: / Ananu3 nposejen mo HIL: JIH—N9(004669)-(PI“—RU_)-190224_ Tl el u B
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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/II049eHHe 0 co0TBeTcTBIM: «HacToAmMM 51 DOATBEPKIAl0, YTO MpHUBEEeHHAas BEIIE HHPOPMAIHS SBIISETCA
JOCTOBEpHOM M TOYHOH. OTa cepus MPOMYKIMM IPOH3BENCHA (BKJFOYas yNakoBKy (MapKHpPOBKY) H KOHTpPOJb
KadecTBa) HA BHINIEYKA3aHHOM I[IPOM3BOJACTBEHHOH ITomanke (Wiomanxkax) B IIONHOM COOTBETCTBHA C
Tpebopanuamu [IpaBui Hajuiexalled IPOM3BOACTBEHHON MPaKTUKY EBPasHiiCkOro 3KOHOMUYECKOIO COro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeboBaBHAMH KOHTPOJISI KauecTBa IEKapCTBCHHBIX CPECTB,
a4 TAalOKe B COOTBETCTBHH CO CIENMUPHUKATUSIMH, CONEPKAMUMHUCA B PETHCTPALIHOHHOM J0ChE CTPaHbI-UMIIOPTEpaA.
3amucH 110 IPON3BOJICTBY, YIIAKOBKE H aHAIH3Y IIPOBEPEHE], U YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHmAM [Ipasuin
HaJIEXKaIeH IPOU3BOICTBEHHON NPaKTHKH EBpasHHCKOro 3KOHOMUYECKOT 0 COFO3a».

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

[pumMeyanue: IIpoaykT cooTBeTCTBYET Tpeboparnam HI| 3axmouenue: QHOBPEHO

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

IToarotorneno: Rama Kant TpoBepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykososintens
@Add» _ Pavan Kumar Sharma A

! v <o L'__ /"’
Reprint Date / ! Reprint Date / Reprint Date / i
JHara: 30.05.2025 JHara: 30.05.2025 Ilata: 30.05.2025

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: L85195AP1984PLCO04507
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