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

CEPTHOHKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keToponak) TafieTky, NIcHeprupyemMsic B NOJIOCTH pTa, 100mr

Market / Poinok :Russia / Poccus o

Batch No/ . Batch Quantity / _ 3600000 tab /

Cepusi Ne 3 Vellok O06beM cepHH * 3600000 Tab

Analytical RepoUrt No/ - 040002850955 Date of Analysis / . 17.03.2025

AHannTHueckHii oTyer No JlaTa anann3za

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

Jara npon3BOACTRA I'ofen a0 = —

Mfg. License No./ .

IIpou3BogcTBEEHHAR : MNB/05/263 M number: / p JITI-Ne(004669)-(PT
Homep PY RU)

JHUueH3 A No

Analysis performed according ND:

/ Anaau3 nposeiesn no HJT; JII-Ne(004669)-(P1"-RU)-190224

Pagelof9/Cip.1 w39

Results / PesynbTaThi

Specification / Hopma

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle nnockue
Tabnerku ¢ gackol, ceTIIO-
EJITOrO LIBETA C FPaBHPOBKOH
«l» Ha ofHO# CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrnbie
miockue TabneTku c ackoil, ceeTno-
MENTOro LBeTa ¢ rpaBUPOBKOR «I» Ha
OJTHOH CTOpOHE.

o Test / [loxkazaTenb
No
1 Description / Onucanue
2 Identification / MaenTnd

RKaUuA

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cnekTps! NOIJOIUEHUS
UCTIBITYEMOr0 pacrTBopa M pacTeopa
cTaHmaptHoro  ofpa3la  KeTOpoJiaka
TpoMeTaMHHa TOTDKHEBI HMETh
MakKCHMYMbI [IPH OAHOH M TOil e [uMHe
BOJIHEL (£ 2 HM).

Remarks : The Product conforms to ND/

IMpumeuanwe: [TpoaykT cooTBercTByeT TpeboBanmam HJI

Conclusion : APPROVED /
3akarouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrotosrcro: Yogesh Chauhan | Ilponepero: Santosh Kumar | Ono6peno: Meunemxkep / PykopoauTess
/,v /./ Maurya Amit Kumar '\ ;
s e [N,
Reprint Date/ Reprint Date / Reprint Date / !
Hara: 17.03.2025 Hara: 17.03.2025 Ilata: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

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, IMNDIA

CEPTHOHEKAT AHAJTHA3A

Tel ; +51 5616h 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropoa®™ Fxcnpece (keToponak) TaGieTkH, AHCHEPIHpYyeMbIe B NOTOCTH T4, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . V2500381 Batch Quantity / : 3600000 tab /

Cepus Ne OGnem cepuit 3600000 Tab

Analytical Report No / . 040002850955 Date of Analysis / . 17.03.2025

Ananurwdecknii oruer No Hara anainsa

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

JarTa npoR3BoacTBA T'open 1o o

Mfg. License No. /

IIponzBoAcTEEHAAR : MNB/05/263 it il : JHENSQ04669) (R0
Homep PY RU)

annensus Ne

Analysis performed according ND

: / Auaanz nposeaen wo HJT: JITI-Ne(004669)-(PT-RU)-190224

Mo |

Ne Test / IToka3zaTenab

—

Page20of9/Crp.2 139

Results / PesynbTaThbl

Specification / Hopma

Complies / CoOTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
cotrespond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpemsa yoepXHBaHus
OCHOBHOIO TNMKa Ha XpoMarorpamme
HCIILITYEMOTO pacrsopa HOOJXHO
COOTBETCTBOBAThL BPEMEHH YIEPKHUBAHHNA
OCHOBHOTO IIMKa Ha XpoMmarorpaMme
pacTteopa CTaHOapPTHOTO obpa3ua
KeTopojaka  TpoMeTamMHHa  (pasgen
«KonimecTReHHOE ONpeaeIeHHUEN).

Remarks : The Product conforms to

IIpumeuanne: [Ipoaykr cootsercThyeT Tpedosauusim HIL

ND/

Conclusion : APPROVED /
3axawyenne: OJJOBPEHO

Prepared by /
IoarorosncHo: Yogesh Chauhan

&

Checked by /
I[TporcpeHo: Santosh Kumar
Maurya

Tl

Approved by: Manager/Executive /
Ono6peiio: Mernemiep / Pykopoaurteib
Amit Kumar A

L
3 -
-

-—

Reprint Date /
Hara: 17.03.2025

Reprint Date /
JHara: 17.03.2025

Reprint Date / :
Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Teia'ngana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd!

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, iNDIA
Tei : +91 58166 56001-CZ

CEPTH®HUKAT AHAJIM3A

www.drreddy s com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Ketopoa® xenpece (KeTopoaak) Tabaerki, AHCHEprHpyemuic B M0JOCTH pra,10mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
| Cepus Ne R O6mnem cepitnt " 3600000 Tab
Analytical Report No / ] Date of Analysis / . o
AHanpravecKuil oTuer Ne e JlaTa aHAAH3A B
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Hara nponssoactsg T"open go
Mfg. License No. /
IIponsBoacTBEHHAS : MNB/05/263 MA number: / : JIH—NQ(O_O4669) U
Jauenins Ne &gy B L

Analysis performed according ND: / Anaans nposenen mo HJL: JII-Mu(004669)-(PT'-RU)-190224

Page30f9/Crp.3 u3 9

N

.N:) Test / IToxa3saTesnb Results / Pe3ynbTaTbi Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retenlion times of 2-
Bymuneuopoxcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole

butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / BpemeHa
yIepKUBaHUA ITHKOB
2-6yTHIrUAPOKCHAHK301a u
3-6yTUNrHAPOKCHAHK30IA Ha
XpoMaTorpaMMe MCIBITYEMOTO PacTBOpa
OOJDKHBL ~ COOTBETCTBOBAaTb  BpPEMEHAM
yaepKuBaims [THKOB
2-6YTHITHAPOKCHAHU301a n
3-0y rUHIMPURCHAHNSUILA Ha

XpOMATOrpaMMe pacTBOpa CTaHAAPTHOro
obpasua SyTHaraaApoKcHaHu3ona (pasues
«CouaepxaHnue
OyTHIHAPOKCHAHH30JIAY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumMeuanue: [IponykT cooTBeTcTBYET Tpebosanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / ) Approved by: Manager/Executive /
Toarotosneno: YouesieCliauhian | Tposepeno: Suntosh Kumar | Opobpeno: Menempkep / T'ykosoamntens
Maurya e it L

7 //; Iy : 2},/ M Amit Kumar x_!\--’"'/"
Reprint Date / Reprint Date / Reprint Date / :
Hara: 17.03.2025 HNara: 17.03.2025 Jata: 17.03.2025

Registered Office: §-2-337, Road No. 3, Banjara Hilis, Huderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

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

Tel : +91. 98166 56001-02

CEPTUDUKAT AH

AJIH3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Kc'mpo.f_!"D Jkenpece (KETOPONAK) TAGAETH, AHCTEPTHPYEMbIE B IONOCTH pra, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab/

Cepusa Ne  WZSOIEEL 06bem cepus * 3600000 Tab

Analytical Repo:'t No/ . 040002850955 Date of Analysis / . 17.03.2025

AnajguTHYecKHil oTyeT N2 Jara anaju3za -4

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

HaTa npousBocTBa T'onen 10 il

Mfg. License No. /

IpoussoacTBeHHAs : MNB/05/263 MA number: / : JUHEED (G116 63)=(FI=
Homep PY RU)

JIHIeH3nst No

| Analysis performed according ND: / Anaaus nposeaen mo HI: JITE-N2(004669)-(PT'-RU)-190224

Paged4of 9/Crp.4m9

i =
z:) Test / TlokaszaTenn Results / PesynsTaThl Specification / Hopma
3 | Average weight / Cpeausia 70.1 mg / 70.1 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mMr no 72,8 mr (70,0 Mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OAHOPOIHOCTb MaCChI 2/20 tablets - not more than £ 20 %. /
18/20 Tabnetox — He Ooaee = 10 %:;
2/20 Tabnetok — He Gomnee = 20 %.
4 Disintegration time / 00 min 19 sec / 00 muu 19 cex Not more than 3 min. / He 6osnee 3 MuH.
PacnaxaemocTb
5 Dissolution / PacTsopenue Unit-1/ Tabn-1 95 % Not less than 75% (Q) of
; C1sH3NO3*C4H | 1NO; (ketorolac
Unit-2/ Ta6n-2 . 94 % tromethamine) in 15 min. / He meHee
Unit 3 / Tabn 3 06 o 75 % ) Cr1sHiNQCaHiNOs
] (keTopoJaKa TPOMETaMHH) uepes 15 MHIL.
Unit-4 / Tabn-4 95 %
Unit-5 / Tabn-5 97 %
Unit-6 / Ta6n-6 97 %

Remarks ; The Product conforms to ND/
ITpumeuanue: [1poayKT cooTBETCTBYET TpeboBannam HJII

Conclusion : APPROVED /
Zaxnyenne;: OMOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Yogesh Chauhan | ITposepero: Santosh Kumar | Ono6peno: Menemxep / Pykosomuresns
- Maurya | Amit Kumar L
Y sy @ e
Reprint Date / Reprint Date / Reprint Date / J
Jata: 17.03.2025 Hata: 17.03.2025 Jlara: 17.03.2025

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

Tel: +91 AQ 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
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

Tel : +91 98166 55001-02

CEPTH®HKAT AHAJIU3A

www.drreddys.com

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

Market / Poinok

:Russia / Poccus

Batch No / - V2500381 Batch Quantity / 3600000 tab /

Cepus Ne ; O6nem cepun ' 3600000 Ta6 i

Analytical Repo:’t No/ . 040002850955 Date of Analysis / . 17.03.2025

AHanuTHYecKu i oTyeT No Jlara ananusa 1

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

HaTa npoH3BOACTBa T"onen 1o ] _

Mfg, License No. / A .

TIpousBoAcTBeHHAs : MNB/05/263 LIl 5 JUIENR(04669)=(RL=
Homep PY RU)

nHuen3usi Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JII-N2(004669)-(PT-RU)-190224

Page50f9/Crp.Suz 9

o Test / Tloxa3zaTenb
No
6 Particle size distribution /

JIHCNepCHOCTL

Results / PesyabTaTbl

Specification / Hopma

Co_mplies / COOTBETCTBYET

A uniform suspension passing through a
710 ym sieve is formed. / Obpazyercs
ONHOPOLHAs CYyCMNEH3WA, NpOXOMsIIas
CKBO3L CHTO C Ppa3MepoM OTBEPCTUi
710 MxM.

7 Impurities / I]pumecu_

1-hydroxy analog of
ketorolac: /
1-ruapokcHaHanor
KeTopofaka

1-keto analog of ketorolac /
1-keToaHaIor KETOpOJaKa

unidentified impurity /
ONHINIILIAs
HeHIeHTHOULHPOBaHHAS
NpHUMeCh

| total impurities /
cyMMa NpuMeceit

Below LOQ (LOQ =0.0032 %) /
Huwxe npejicna KOMWYECTBEHHOTO
onpeaenenns (IIKO = 0.0032%)

0.04%

0.02%

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

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

not more than 0.5 %; / 1e Gonee 0,5 %;

0.1%

not more than 1.0 %. / He Gonee 17)_%‘

8 Water content /
Copep:xaHie BOb!

2.6%

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

Remarks : The Product conforms to ND/

TMpumeuanne: [pogykr coorrercrayer TpeboBanusM HJL

Conclusion : APPROVED /
Zakaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarotosneno: Yogesh Chauhan | Ilposepero: Santosh Kumar | Ono6peno: Meremkep / Pyxosonnrens
- 7 i L-
ﬁ. //. Maurya Ve Amit Kumar N =
4 U ”
Reprint Date / - Reprint Date / Reprint Date / :
Hata: 17.03.2025 Hara: 17.03.2025 Hara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - S00C34, Telangana, Indic
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCOC4507

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

CEPTH®HKAT AHAJIH3A

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

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IHpoaykr: Keropon® Dxrcnpece (xeroponak) rabiaerkn, AHCHeprupyeMbie B MOJOCTH PTa, 10 mr .

Market / Peinok :Russia / Poccus

Batch No / : Batch Quantity / _ 3600000 tab /

Cepua Ne AR Ob6Bem cepHH * 3600000 Tab

Analytical Repovrt No / . 040002850955 Date of Analysis / . 17.03.2025

AHanHTHYeCKHH oTHeT No Jara anaan3a

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

JaTa npoH3BOACTBA Tomen 1o

Mfg. License No. / r x N

IIpousBoacTBEHHAS : MNB/05/263 TG g ¢ JIII-Na(004665)-(PT-
Homep PY RU)

aunen3ns Ne

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

Page 60f 9/ Crp. 6 M3 9

§.o° Test / IloxasaTensb Results / PesynarTaThl Specification / Hopma
9 Residual solvents / OcTaTouHbIe o_p_rauuqeclme p_zch_:sépuTenu
Isopropyl alcohol / 03 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 03 mxr B TabneTke He 6onee 350 mxr B Tabnerxe.
10 | Microbiological purity*/ Muxpo6Hooruteckasi YHeToTa™
Total Aerobic Microbial : not more than 10* CFU/g; /
Count / 0b1uee yncno Less than 10 CFU/g / He 6onee 10° KOE/T;
a3pOBHBIX MMKPO- Menee 10 KOE/r
OpraHH3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / obiuee 4HcaO Less than 10 CFU/g/ e 6onee 102 KOE/T;
OpPOKKEBBIX M ILTECHEBBIX Menee 10 KOE/r
rpubos
Escherichia Cali Ahsent in 1 gram / shell be absent in 1 gram. /
OtcyrctByeTB 11 OTCYTCTBHE B 1 T,
11 | Uniformity of dosage units / 2.8 Acceptance value (4¥) not more than =
OnHopoasocTs 15.0 Ilokasarens npuemieMocty (A¥)
A03HPOBAHHbIX €AUHHMI HonsxkeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/
IIpumeuanue: TpoaykT cooTBeTcTByeT Tpebosarnam HJJ

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

PrLepared by/ Checked by /

[Toarotosneno: Yogesh Chauhan
v Maurya 62

P

ITposepeno: S‘antos_]';;iumar

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykosoantens
L

Amit Kumar \ P
kol

Reprint Date /
MHara: 17.03.2025

Reprint Date /
Hara: 17.03.2025

Reprint Date /
Jarta: 17.03.2025

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




Dr.Reddy’s Q':'

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
7 : Tel - +9i 98166 56001-02
CEPTU®HUKAT AHAJIM3A & o o om

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoxykr: Ketopoa® Ixcnpece (keTopoJiak) TabneTkn, AHCNeprapyemMpie B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus N d
Batch No / , Batch Quantity / ~ 3600000 tab /
Cepus Ne RN O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002850055 Date of Analysis / . 17.03.2025
AnanuTayecKnii oTyer No Jara anaausa
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Jlara npousBoacTsa T'ogen 10
Mfg. License No. / ) o
IMponseoacTBennas : MNB/05/263 DS er : JHI-Ne(004669)-(PT-

Homep PY RU)

JIHHeH3ust Ne

Analysis performed according ND: / Ananns nposenen no H/: JITI-J \2(004669)-(PI-RU)-190224

No

No Test / IloxazaTens

Page70f9/Crp. 7 m3 9

Results / PesyasTaTsl

Specification / Hopma

12 | Assay/KonunuecrseHHoe
onpeaeIeHHe

99mg/99Mr
(98.8 %)

From 9.0mg to 11.0 mg of
C15sH13NO3°CsH; 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 mr C5sH;3NO3°C:H1NO3
(xeToponaka TpoMeramun) (ot 90,0 mo
110,0 % OT 3afiBIEHHOr0 KO/MYECTBa) B
TabaeTke.

13 Butylhydroxyanisole
content / Coxepxanue
Oy THArHAPOKCHAHH30/1A

0.0932 mg/tab /
0.0932 mr B TabneTke

Not less than 0,042 mg/tab. /
He menee 0,042 Mmr B TabieTke.

14 | Package description /
OnHcaHHe YNIaKOBKH

10" tablets
(PA/AL/PE with
desiccant/HDPE} foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
6muctepe w3 (TTA/AJIIIS ¢
praronoriotutenem/[19BIT)
doneru // (TI3/AJL) donern. Ilo
7. fmicTepa RMECTE € THCTKOM-
BIKJIA/IBIIIEM B nauky
KapTOHHYIO.

in a blister of

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. / [To 10 Tabnetox B
6nmcTepe u3 (TTA/AJITIO &
snarorornoruteneM/II3BIL)  doneru //
(I13/AJT) ¢oneru. ITo 1 wnu 2 Gnuctepa
BMECTE C JIUCTKOM-BKJIGIBIIIEM B IIaYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumMeuanue: 1IpolyKT COOTBETCTBYET TpebosannsmM HJI

Conclusion : APPROVED /
Zaxarouenue: OJIOBPEHO

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

Hoxroroseno: Yogesh Chauhan | ITposepero: Santosh Kumar OnolGpeno: Meneokep / Pykosoauniens
(s Maurya %70 Amit Kumar L

Reprint Date/ = Reprint Date / Reprint Date /

Hata; 17.03.2025 Jata: 17.03.2025 Ilara: 17.03.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

Dr.Reddy’s "20

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
_ s, i CEPTHOHKAT AHAJIVI3A www.drreddys.com e
|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® Dxenpece (keTopoJiak) Tabaerku, Ancneprupyesmeie B H0J0CTH P, 10 mr S i
Market / Poinokx :Russia / Poccus
Batch No / . Batch Quantity / . 3600000 tab /
Cepus Ne eyt O6beM cepull ' 3600000 Tab
e 040002850955 Date of Analysis/ . 1703 5025
AHauTHYecKHil oT9eT Ne JlaTta anajiH3a
Da'te of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jara nponzsoacTsa T'ogen xo
Mfg. License No. /
IIponsBojcTBEHHAA : MNB/05/263 MA pumber: / : JIII-Ne(004669)-(PT -
Homep PY RU)
aunensusa Ne
| Analysis performed according ND: / Ananiu3 nposejsen no HI: JII-N2(004669)-(PT-RU)-190224 _

Page 8 of 9/ Crp. 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.
* [Ipn BBINYCKeE JIEKAPCTBEHHOTO NIPENApATa KOHTPOJIb KaUeCTBa MO MOKA3ATEI0 «Muxpobuonornieckas
YHUCTOTA» MPOBOAMTCH AJIA Kax a0 20-ofi cepuH, HIH Qs OAHOI CepUH B rO, B 3aBUCHAMOCTH OT TOT0, 4TO

HACTYNOHUT PaHbLIE.

Ketorolac tromethamine / Keropojaka TpoMeTaMHUH

API name / Haumenosanue ARC:
Ketorolac / Keroponakx

INN / MHH:

API manufacturer batch number / ABRE008104
Homep cepun npoussogutens AQPC:
FP Manufacturer API Batch number /

FERAQ00558

Homep cepHH cyOcTaHIHH IPOH3IBOIHTEIA

9:

API Manufactured by & country /
IIpoun3ssogurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Peanu'c Jlaboparopuc JIta., MHOws

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

J-p Pennw’c Jlabopatopuc Jita., Munus, IIpou3BoACTBEHHOE
noapaszenenue-6, Buwt. Kxons, Hanarapx Poyn, Gagau, JJucTpHKT
Comnan, X.I1., 173205, Mnaua (sLieH3ns HOMEP MNB/05/263)

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

HaunmeHoBaHuUE, aJpec, THUEHIHS A9
IIpox3BOACTBEHHAN MIIOIMAAKA / Ilnomanka
KoHTpoJA KayecTea / IL1omanka BoINYCKA

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Conclusion : APPROVED /
Zarwyenne: OJJOBPEHO
Approved by: Manager/Executive /

Remarks : The Product conforms to ND/
peaveyanue: [TPONyKT coOTBETCTBYET TpeGORAHMIM H]I
Prepared by / Checked by /

ITonroroeneHo: Yogesh-Chauhan | Tlposepero: Santosh Kumar Onobpeno: Mesemxep / PyKOB(E-,[lI!TEJ'IL
B Maurya f Amit Kumar N
2 7/ A=
— ¥ — 'iil -~
Reprint Date / Reprint Date / Reprint Date /

Hara: 17.03.2025 Hara: 17.03.2025 Jlara; 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: maii@drreddys.com
CIN: LB5195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd

o
? .. 1 -
Dr edd ‘ Formulation Unit-6
) R y 0 " Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

Hpoaykr: Keropoa® Skenpece (keTopoaak) Tabaerku, AHCHEPrapyembie B MOJI0CTH pra, 10 mr i
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne PO O6bem cepun * 3600000 Tab
Analytical Repovrt No/ . 040002850955 Date of Analysis / - 17.03.2025
AHaauTHuecKHH oTaeT Ne JlaTa anann3a
Date of Manufacture / - 02/2025 Datc of Expiry / . 01/2027

JaTa npon3BojAcTBa T'open o = = _ |
Mfg. License No. / N o
IIponzBoacTBEHHAS : MNB/05/263 Sl : JIL(00669) (BT

Homep PY RU)

JINIEH3ns Ne : —

Analysis performed according ND: / Ana;iu3 nposejies no HJT: JHI-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».

3aK/0ueHne 0 cOOTBeTcTBHH: «HaCTOAIMM 5 IOATBEPHKAALD, YTO [IPUBEACHHAS BBILIE MHGOPMAIIKS TBIIAETCS
IOCTOBEpHOM M TOYHOM. DTa cepus NPOAYKIWM NpOH3BENeHA (BKIIOYAs YIAKOBKY (MapKHpOBKY) M KOHTPOJE
Ka4yeCTBa) HA BHINEYKa3aHHOW NIPOM3BOACTBEHHON Iomanke (WiIolankax) B IONHOM COOTBEICTBHH C
Tpe6opanmsaMu [IpaBui Hajrexaiel POM3BONCTBEHHOH NpakTHKH EBpasuiCKOro SKOHOMHHECKOrO COO3a (Neo
GMP/EAEU/RU/00554-2022 ot 02 cenTs16pa 2022) 1 TpeOOBaHUAMH KOHTPOIIS Ka4ECTBa JICKAPCTBEHHBIX CPENCTB,
a TaKKe B COOTBETCTBHMHM CO CHEIH(UKAIMAMY, CONEPKAIUMHUCS B PErMCTPAIMOHHOM IOCEE CTPAHBI-UMIIOpTepa.
3aIrcH o IPOH3BOJCTRY, YIAKOBKE U aHAIH3Y IPOBEPEHBL, M YCTAaHOBJIEHO HX COOTBETCTBHE tpeboBaduaM [Ipasun
HaIeXAIIEeH IPOM3BOACTBEHHOM NPAaKTUKH EBpasMHCKOro 3IKOHOMHYECKOr0 COrO3a».

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

TIpameuanue: [Ipoaykr cooteercTByeT Tpeboannam HII 3axaouenne: OJOFPEHO

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

Toxnrotosneno: Yogesh Chauhan | [posepeno: Santosh Kumar Onobpeno: Menemxep / P_vmnﬁmn"enb
!,:_Iy' e Maurya : %}L Amit Kumar ,f'\ ,//
M. \

Reprint Date / h Reprint Date / Reprint Date /

Hata: 17.03.2025 Hara: 17.03.2025 JlaTa: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com




