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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 1o . +91 55166 56001-02

—

| Analysis perfo_rme_daccordin_gND:_ / Anannz ﬂpr;ﬂi_HE HI[:_._IHI-NTE(“ﬂd-ﬁﬁg):f-i"f'-RU)-l90224
Pagel of 9/Crp. 1139

CEPTHOUEKAT AHAJIM3A  www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegratiné Tablets 10 mg I =y
Ipoaykr: '_Kgl)p_og“D Axenpecce (KeTopoiak) TabaeTKiL, AHcneprapyembie B TOJOCTH pTa, 10 mr s
Market / Poinok :Russia / Poccna il ;
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepna Ne L V2201284 O6bem cepin * 3600000 Tab
Analytical Repo:‘t No/ . 040002980021 Date of Analysis / . 20.06.2025
AnannTngecknil oryer Ne Jlata anaH3a
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTa npox3IBOACTEA TI'ogen oo
Mfg. License No. /
Ipox3BoacTBEHHAS : MNB/05/263 Wil e g : JIL-Ne(004669)-(PT"-

Homep PY RU)

nHaexsusi Ne =

Test / Moka3aTens

1 Descx-'i;;ti_o_n / Onucanve

Results / Pe3yabTaTsl

Specification / Hopma

" Light yellow round flat beveled

tablets with "|" debossed on one
side. / Kpyrnsle mockue
Tabnetky ¢ dhackoit, CRETNO-
JKEJITOrO L[BETA C FPABUPOBKOH
«l» Ha OlHOIt CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrnsie
nnockue TabneTku ¢ Qackoid, CBETNO-
MENTOro LBETa C TpaBUPOBKOA «l» Ha

OAlOH CTOPOHE.

2 Identification / HacaTndnkauns

| Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cnexrpbl MOLJOLIEHHS
HCMILITYEMOTO ~ PacTBOpa W  pacTsBopa
KeToponaka

o6pazna
IOITKHBL

CTAHA3PTHOTO
TpoMeTaMMHa

MaKCHMYMb! IipH OIHOH U TOM Xe AnuHe

BOJHEI (& 2 HM).

HMETb

Remarks: The Product conforms to ND/

[Tpnmedanne: [Ipoaykt cootercTryeT TpeboBannam HJT

Conclusion: APPROVED /
3akmouwenune: OJJOBPEHO

Prepared by /
IToaroroeneno: Yogesh Chauhan

.
o
‘f S

Checked by /
TIposepesio: Pardeep Kumar

oj—«—-:'

Approved by: Manager/Exkc
Onobpeno: Menemxep / Pyrosour
Abhishek Chauhan

ji?.l!b

Reprint Date /
Jata: 29.06.2025

= Reprint Date /
Hara: 29.06.2025

Reprint Date /
JaTa: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85185AP1984PLCO04507
www.drreddys.com
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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 .. 91 9316 56001-02

CEPTHOPHKAT AHAJIH3A

www.drreddys.com

Product : Ketorol Expres_s (ketorola?Orﬁy I_)isintegratiﬁg-Tablets 10 mg
Tponykr: Ketopon™ Dkenpece (keroposiax) Tabaerkn, Aucneprapyenmble B noJiocTH pra, 10 mr T Cielie n,

Market / Prinox ‘Russia / Poccus

Batch No / , Batch Quantity/ 3600000 tab /
| Cepua Ne a V2301284 O6bem cepun " 3600000 Ta6
Analytical Repourt No/ . 040002980021 Date of Analysis / . 99.06.2025
AnanuTudecknit oryer Ne JlaTa aHanu3za
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
Jara npos3BoACTBa Sl Tonen no
Mfg. License No. /
TipouzeopcreeHHan : MNB/05/263 MA number: / : JIII-Na(004669)-(PT -
Homep PY RU)
JAunensus Ne — <

_Analysis performed according ND: / Awamma aposenen mo HJI: .JTTI-.T-_"Q((IMGGQ)-{_PI"—R“U'j-l 90224

No

N Test / IlokasaTesib

Results / PesyabTaTsbl

g Page20of9/Crp.2 39

Specification / Hopma

Complies / CooTBeTcTRYET

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 yaepXuBaHus
OCHOBHOrO [ka Ha XpoMaTorpaMmc
UCIIEITYEMOTO pacTBopa HOJDKHO
COOTBETCTBOBAThH BPEMEHH YAEPKUBAHHUA
OCHORHOTO TMHKa Ha XpOMAaTOTpaMme
pacteopa CTaHAApTHOrO obpasla
KeTopolaka  TpoMeraMuHa  (pasgen
«KONU4ECTBCHHOE OTIPENENEHHED).

Remarks: The Product conforms to ND/
Hpumeuanne: IIponykr cooTBeTcTBYET Tpebosanuam HIT

Conclusion: APPROVED /
3akmouenne: OJOBPEHOD

Prepared by / Checked by /
TMoarorosneno: Yogesh Chauhan

/}/ 4{ C‘-{--"‘“

Ipoepeno: Pardeep Kumar

Approved by; Manager/Exetutive /
Onobpeno: Menemxep / Pyrosouurejib
Abhishek Chauhan J r

e
T

Reprint Date /
Jlata: 29.06.2025

Reprint Date /
Jarta: 29.06.2025

Reprint Date /
Jarta: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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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
Te! 1 +91 98156 56001-02

CEPTH®HKAT AHAJIM3A

www.drreddys.com

|Product : Ketorol E_xpgssﬁet:)rol_ac) 6ra]ly Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jxenpece (keropoaak) Tabaerss, AHcueprupyenbie B M0J0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / : Batch Quantity / 3600000 tab /
Cepus Ne LI O6Bem cepun * 3600000 Tab
Analytical Repovrt No/ . 040002980021 Date of Analysis / . 29.06.2025
Ananurudeckuii oruer Ne Jlara ananunza
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JaTa nposzBojacTBa Tomen ao
Mfg. License No. / -
Ipon3Boxcreennan : MNB/05/263 I“_;IA nulIr:;)’er: 4 : gH_N2(004669)_(PF_

‘ auneHzus Ne ey o =

| Analysis performed according ND:

/ Ananns nposenen no HII: JIT1-Ne(004669)-(PT-RU)-190224

N0 | e/t

N Test / Iloka3arenb

Results / PesynbTaThi

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

Complies / CoOTBETCTBYET

The . retention times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of the test solution should
corrcspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole

standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yIepKUBaHUsA [THKOB
2-6yTWITHAPOKCHAHH30/1a "
3-6yTHITHIPOKCHAHH30NA Ha
XpOMAaTOrpamMMe HCILITYEMOTO pacTBOpa
JIOIDKHBL ~ COOTBETCTBOBaTb  BpPEMEHaM
yIepXUBaHHSA [THKOB
2-6yTHIHAPOKCHaHU30Ia n
3-6yTHArUIPOKCHAHHM3ONA Ha

XPOMATOrpaMMe pacTBOpa CTaHIAPTHOIO
obpasua 6yTuiruapokcnannsona {pasaen
«Copepxanne
6yTUArHAPOKCHAHM30MIan).

Page3 of 9/ Crp.3 w39

Remarks: The Product conforms to ND/
Hpumeuanue: TTpoaykTt coorgercrByet TpebosanusM H/I

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IMoarotosieno: Yogesh Chauhan

Checked by /
[TposepeHo: Pardeep Kumar

Approved by: Manager/Bxecutive /
Opo6pero: Menekep / PyKoBOAHTE S

N/ Abhishek Chauhan y
Reprint Date / = Reprint Date / Reprint Date /
Jara: 29.06.2025 JHara: 29.06.2025 Hara: 29.06.2025

Registered Uffice: 8-2-337, Road Nu. 3, varjara Hills, Hyderabud 500034, Telangena, Inrlin
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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

e

Tel : +61 96166 55001-02

CEPTHO®HKAT AHAJIM3A

www.drreddys.com

Product : Ketorol_E)_(pljegs (ketor:)lac) Orally Disintegra?in_g Tablets 10 mg_
TIpoaykr: Keropoa® Dkcnpecc (keToposak) TabaeTkn, AHCHEPrHfiyeMbie B 1H0A0CTH PTA, 10 —

Market / Prinok :Russia / Poccus =
Batch No / ) Batch Quantity / . 3600000 tab /
Cepnua Ne RS O0nem cepun " 3600000 a6
Analytical Repo:'t No/ . 040002980021 Date of Analysis / . 29.06.2025
AHajuTndecKnii oTyeT Ne Hara anannza
Date of Manufacture / - 06/2025 Dgte of Expiry / . 05/2027
Hara npos3BoACTEA Togen no
Mfg. License No. /
IIpon3soacTBeHHASK : MNB/05/263 MA aumber: / . JIII-JNe(004669)~(PT-
Homep PY RU)
| mnnensus Ne

| Analysis performed according ND: /

Awanus nposenen no HUI: JITI-Ne(004669)-(PT-RU)-190224

Page4 of 9/ Crp. 4 13 9

i.:’ Test / ITokazarenb Results / Pe3ynbTaTbi Specification / Hopma
3 Average weight / Cpeansst 70.0 mg / 70.0 M 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca . Ot 67,2 Mr no 72,8 Mr (70,0 Mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than & 10 %;
OAHOPOAHOCTL MACChI 2/20 tablets - not more than £ 20 %. /
18/20 TaGnetok — He 6omee = 10 %;
2/20 tabnerok — He Gonee = 20 %.
4 Disintegration time / 00 min 18 sec/ 00 muH 18 cex Not more than 3 min. / He 6onee 3 MuH.
PacragaemocThb
5 Dissolution / PacTBopceruce Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
R C15sH3NO3°C4H INO;3 (ketorolac
Unit-2/ Tabn-2 100 % tromethamine) in 15 min. / He Mmedee
Unit-3 / Tabn-3 101% | 75% Q C5H13NO3CsH1 NO;
. (kcToponaka TPOMCTaMHH) vepes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Ta6n-5 96 %
Unit-6 / Tabn-6 97 %

Remarks: The Product conforms to ND/
[pumeyanue: [MpoaykT cootBeTcTRYeT TpebonanuaM HJI

3aka

Conclusion: APPROVED /

1ouenne: OJJIOBPEHO

Prepared by /
oarorosneno: Yogesh Chauhan

-'-IV‘ 7
[/
\

Checked by /
ITpoeepeHo: Pardeep Kumar

Approved by: Manager/Ex¢cutive /
Onobpeno: MeHemxep / PYKoBoANTSTH
Abhishek Chauhan TT

Reprint Date /
Harta: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0C4507
www.drreddys.com
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INGIA

CERTIFICATE OF ANALYSIS . " ol oc'nones o0

CEPTHO®HKAT AHAJIA3A

www.drraddys.com

Product : Ketorol Expresé (lzetorol;zc) Ofally Diginteg_ra'ting Tablets 10 mg
Mpoaykr: Keropon® Sxcnpece (ketopoaak) TabieTku, Aucneprapyempie B Mo10CTH pTa, 0mr

Market / Poitoxk

:Russia / Poccus

Batch No / , Batch Quantity / ~ 3600000 tab /

Cepusn Ne AR, O6mbeM cepHH " 3600000 Tab

Analytical Repourt No/ - 040002980021 Date of Analysis / . 20.06.2025

AHATHTHYeCKHI 0T4eT N2 Jlaza anaansa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jdara npoM3BoacTBa I'open oo

Mfg. License No. /

IIponssoacrBennas : MNB/05/263 M el y JHIT-Ne(004669)~(PT-
Homep PY RU)

aMueH3Hs Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JITI-N2(004669)-(PT-RU)-190224 =g

J

Results / PesynbTaThi

Specification / Hopma

Iy Test / [Noka3zaTensn
Ne
6 Particle size distribution /

JucmepcHocTb

Complies / COOTBETCTBYET

A uniform suspension passing through a
710 um sieve is formed. / OGpasyercs
OJHOpPOAHAA CYCMNeH3us, [OpoXoisilias
CKBO3L CHTO C PAIMEPOM  OTREPCTHH
710 mxm

7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /

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

Copepianue BoAbl

0,
1-rugpoKkcHaHaIor U9 2
KeToponaka
1-keto analog of ketorolac/ 0.04% 1ot more than 0.8 %; / e 6onee 0,8 %;
1-KeTroaHaIoOr KETOPONaKa
unidentified impurity / 0.02% not more than 0.5 %; / ne 6onee 0,5 %;
eIVHUYHAs ’
HCHAEHTH(HUHPOBAHHAA
IpUMech
total impuriticy / 0.1% not moro than 1.0 %. / ne 6ostee 1,0 %. '
CyMMa fpumMeceH
8 Water content / 24 % "Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/

IMpumeuanne: Iponykr cooTsetcTayet Tpebosatmam HJ

Conclusion: APPROVED /
3akauenne;: OJOBPEHO

xecutive /

Prepared by / Checked by / Approved by: Manager/}

Moaroroenexo: Yogesh Chauhan | ITposepeHo: Pardeep Kumar | Omo6peno: Menemxep / [PykoBoguTes
M " *JL-I__ Abhishek Chauhan .

Reprint Date / | Reprint Date / Reprint Date /

Hata: 29.06.2025 Jlara: 29.06.2025 Jara: 29.06.2025

Registered Uttice: $-2-34/. ROLU W, 3, Bdtijdid Hills, {lydeiabud  LUODD T, Telangun, i
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.comi
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries Ltd.
Eormulation Unit-6

vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDiA

Tzl 01 03166 5600102

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorola_c) O;ally Disint_eg;ating Tablets 10 mg
Hpoaykr: Ketopoa® xenpeee (keroponax) TabiieTkn, AncnepripyeMuie B N0JI0CTH pTa, 10 mMr

Market / Prinox

:Russia / Poccus

| Analysis performed according ND: / Anaaus

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepust Ne : V2SUISE O6Bem cepin * 3600000 Ta6

Analytical Repourt No / . 040002980021 Date of Analysis / . 29.06.2025

AHanuTHYeckui oTuer No Jarta anaaH3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jata npoi3BoacTBa T'onen j1o

Mfg. License No. /

IIpousBoAcTBeHHAS - MNB/05/263 il number. / . JII-Ne(004669)-(PT-
Honmep PY RU)

aunensusi Ne i

nposeren no HJI: JTI-Ne(004669)-(PI-RU)-190224

~ Page 60f9/Crp. 6 39

1

OaHopoaHoCTL
HO3HPOBAHHBIX €IHHHIL

i:’ Test / [lokasaTesib Results / PesyinsTaThl Specification / Hopma
9 Residual solvents / OcTaTouHbl¢ OPraHRYCCKHE PACTBOPUTENH
Isopropyl alcohol / 04 ng/tab/ Not more than 350 pg/tab. /
H3zonponanon 04 Mkr B TabneTke He 6onee 350 MKr B TabneTke.
10 1\7Iicrobiological purity*/ Mukpo6uoori4eckas YHcrora®
Total Aerobic Microbial NA not more than 104 CFU/g; /
Count / obmee 4ucio He 6anec 103 KOE/T;
23p06BHBIX MHKPO-
OpraHi{3amMoB
Total Combined Yeast and NA not more than 10° CFU/g; /
mold count / oB1ee yncno ue Gonee 10° KOE/T;
JPOXOKEBBIX U MJJECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
otcytctBue B 1 1.
11 | Uniformity of dosage units / 5.6 Acceptance value (4)) not more than

15.0 Ioxazarens npuemneMocty (A7)
IOoJKeH 6bITh He Gonee 15,0.

Remarks: The Product conforms to ND/

Hpumeuatue: [IponyKT COOTBETCTBYET Tpebosanuam HJI

Conclusion: APPROVED /
Saxaogenne: O}IOEPE{HO

Prepared by / Checked by / Approved by: Manager/Ejxecutive /
INoarorosneno: Yoggsh Chauhan | TIpoepeto: Pardeep Kumar Ono6peHo: Menemxkep / Pykopomgrens
N 2 4‘ il Abhishek Chauhan ) 1
(¢ /7 ——— e
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.06.2025 Hara: 29.06.2025 Iara: 29.06.2025

Kuglstared Oflice. $-2-8%7, Ruad Nu. J, Danjdra Uillig, Hydurabad - 500034, Talangana, ladi
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com
CIN: L8519SAP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s Qr.*

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 88166 56001-02

CEPTH@®UKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg R L
Mpoayicr: Keropoa® Jxenpece (keTopoaak) Tabnerky, Aucueprupyemble B MOJOCTH PTa, 10 mr a
Market / Poigok :Russia / Poccus
Batch No / f Batch Quantity / _ 3600000 tab /
Cepus Ne 42501284 O6nbem cepnn " 3600000 Tab
Analytical Repo:'t No / . 040002980021 Date of Analysis / . 20.06.2025
AHanuTHueckmii oTyer No JdaTa aHa;H3a
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JdaTta nponssoacTsa | T'oxen oo s
Mfg. License No. /
IIponseoacTBEHHAS - MNB/05/263 ll\_;[ i nm;?,er' / > gII'JI-.N'g(004669) L
Juuen3nsa Ne omep ¥ _) -
| Analysis performed according ND: / Ananns nposejen mo H/I: JITT-Ne(004669)-(PT-RU)-190224 ]

No
Ne

Test / IToxa3aTeab

Page 70f 9/ C1p. 7 39

Results / PeaynbTaThbt

Specification / Hopma

onpeaciacHHC

12 Assay / KonndecTBeHHOE

9.9 mg/99mr
(99.5 %)

From 90mg to 11.0 mg of
CisH13NO3*C4sH11NOa (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr g0
11,0 mr CsH;3NO3*CyH | INOs
(keToponaka Tpomeramus) (ot 90,0 no
110,0 % OT 3asBNEHHOrO KOJHYECTBA) B

TabneTke.

13 Butylhydroxyanisole
content /

Coaep:kanne
OYTHJITHAPOKCHAHHM30A

0.0944 mg/tab /
0.0944 wmr B Tabnerke

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

14 | Package description /
Onucanve yIaKoBKu

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information lcaflet in a carton
pack. / Ilo 10 Tabnetox B
6nuctepe n3  (MTA/AJITID ¢
pnaronornoTureacy/TIDBIT)
dosasru // (II3/AJT) doneru. Tlo
2 6aucTepa BMECTE C JIMCTKOM-
BKJTAABILLEM B nayky
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 l
in a carton pack. / ITo 10 tabnerok B I
6macTepe u3 (TTA/AJVTID c
siaronornoTutenem/I19BII) ¢onbru //
(I1D/AJ]) boasru. ITo 1 unn 2 Gnncrepa
BMCCTC C JIHCTKOM-BIJIOALILUCM I MAYKY
KapTOHHYIO.

Remarks: The Product conforms to ND/

Mpumeuanne: [Tponykr cooTBercTyeT Tpeboparnam H/I

Conclusion: APPROVED /
Baxmouenne: OJTOBPEHO

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

[oaroroeneno: Yogesh Chauhan | ITposepero: Pardeep Kumar Onobpeno: Menemxep P}-'xnnf‘mn'cnb
I_:.-.'/{(w r_ » Abhishek Chauhan

Reprint Date / | Reprint Date / Reprint Date /

Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, india
Tel: +81 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

e
Dr. Reddy,s ‘?I. ill. Khol, Nalzgarh Road, Baddi

Distt. Solan, H.P, 173 205, iNDIA
CERTIFICATE OF ANALYSIS 7o, +61 93156 5600102
CEPTHOHEKAT AHAJIH3A www.drreddys.com

i'Prad?lc_t_: Ketorol E_xiw;es; (ketorolac) OE"}' Disintegrating Tablets 10 mg

(Ipoaykr: Keropos® Irenpece (seroponax) rabaeTku, ucieprupyesbie B N0JI0CTH P14, 10mr _
Market / Prinox :Russia / Poccus o i
Batch No / } Batch Quantity / ~ 3600000 tab /
Cepna Ne QIS O6nem cepun " 3600000 Tab
Analytical Repo:'t No/ - 040002980021 Date of Analysis / . 29.06.2025
AHanuTHYecKHH oT4yeT Ne Hara anaan3a
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
JaTta npos3BoacTBa - T'onen no _ -
Mfg. License No. / 1
Ilpon3BoacrBeHRan : MNB/05/263 ML il 3 g AL SQAL A
Homep PY RU)
Juuensua Ne B B o R _
Analysis performed according ND: / AHatn3 nposeaen 1o HJL: JITE-Ne(004669)-(PT-RU)-190224 i
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* 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.
* [1pu BhIMYCKE ICKAPCTBERHOT0 NpenapaTa KOHTPOIL Ka4YeCcTBa N0 MOKA3aTeNlo «Mukpo6HooruuecKan

YHCTOTA» NPOBOANTCR ISt Kaxao# 20-0i cepuy, Hiin AT OAHOI cepHH B FOA, B 3aBICHMOCTH 0T TOrO, uTo
HACTYNUT paHblue. ‘ -

API name / Haumenopaune ADC:

Ketorolac tromethamine / KleToponaka TpoMeTamMH1H

INN/ MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepun nponssoanrens ADC:

ABSHO001207

FP Manufacturer API Batch number / -
Homep cepuit cyGCTaHLIHH HPOH3BOAMTENS
| ) (O

FESA00168

API Manufactured by & country /
Ilpoussoautens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pemau'c Jla6oparopric Jlta., Uaaus

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

Hanmenosanue, agpec, JTHHCHIHA I1d
Ipon3B0oACTBERHAN ILIOIANKA / Illromagka
KOHTPOJIsA KaycceTsa / Tlnomanka spinycKa

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 JlaGoparopuc Jlta., Muaus, IponssoacTeenHoe
nogpaszaenenue-6, Buin. Kxons, Hanarapx Poya, banau, JucTpHKT
Conan, X.I1., 173205, Uuaws (muueHsus 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 /

[pumeuanve: Ilpoaykr coorsercTByeT Tpedoparuam HII 3akmioveune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executiye /
Toxrorosneno: Yogesh Chauhan | Ilposepero: Pardeep Kumar | Ono6pero: Meneaaep[/ Pykospiuress
y - _\L#_ Abhishek Chauhan =
/- o -
Reprint Date/ Reprint Date / Reprint Date /
Hata: 29.06.2025 Hata: 29.06.2025 Jara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laborateries Ltd
Formulation Unit-6

- Q%
DI’. Red dy S '.. vill. Khal, Nalagarh Road, Baddi,

Disti. Sotan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS T2} +91 98166 56001-02
CEPTUDHKAT AHAJTH3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally _Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ xcnpece (Keropoaax) radierks, AHcHeprupyemsie B 010CTH T4, 10 mr -
Market / PoiHok ‘Russia / Poccus B
Batch No / . Batch Quantity / 3600000 tab /
Cepus No e QO6neM cepun " 3600000 Tab |
Analytical Repo“rt No/ . 040002980021 Date of Analysis / . 29.06.2025
AnanuruveckHii oTqeT Ne Jata anannsa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JdaTa npoM3BOACTBA | Topenpo
Mfg. License No. / : ;
IlponseoacTBeHHAS : MNB/05/263 Misimumber: / , JHEN(004669)-(PE- |
Homep PV RU) |
_munensns Ne = il il g i -
| Analysis performed according ND: / Anasnus nposeaen no HJI: JITT-Ne(004669)-(PT-RU)-190224 |
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product has been manufactured, including packaging/labeling and quality control at the above mentioned sitc(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/rouenHe 0 cooTBeTeTBUH: «HacTOsIMM 51 TTOATBEPXK/IAK0, YTO IPHBEICHHAS BbIIe HHYOPMALKS ABILICTCS
JOCTOBEpHOM ¥ TO4HOM. DTa cepus IPOAYKIMM NpOM3BEAeHA (BKNOYAd YNMAKOBKY (MapKHpOBKY) H KOHTPOJE
KagecTBa) Ha BHINEYKAa3aHHOW IIPOHM3BOACTBEHHOM IUIOMmafKe (IUIOLIAAKAX) B TMONHOM COOTBETCTBHH C
Tpc6oBanusaME [IpaBUN HamnexarueH NpOH3BOJCTBEHHON NPaKTHKH EspasuiicKoro 3KOHOMHYIECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutabps 2022) 1 TpeboBaHHAMHU KOHTPOJIA Ka4ECTBA JIEKAPCTBEHHBIX CPE/ICTB,
4 LAK/KS B COOTBETCTBMM G0 COSTAPUKATAAMY, Colls P/KAIMMMUACA B POTHCTPANADHHADM JIOCHE CTRAHRI=UMIONTCNA
3amHcHU O IPOU3BOACTBY, YIIAaKOBKE U aHATN3Y IPOBEPEHBL, ¥ yCTaHOBIECHO X COOTBETCTBHE TpebopanuaM [ IpaBun
HaJiexarnieii Ipou3BOACTBEHHOM MPaKTHKH EBpasuicKoro 3KOHOMHYECKOTr0 COK03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeyanue: [TponykT cooteeTcTByeT TpeGosanuaM HIL 3axarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ToarotorieHo: Yogesh Chauhan | Ilposepeno: Pardeep Kumar | Onobpeno: Menemkep //PykoBomiTens
/S ‘1_ Abhishek Chauhan 7‘

;ra’ J/f T
Reprint Date / L8 Reprint Date / Reprint Date /
Jlarta: 29.06.2025 JHara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com



