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

Ll sl anacc Cenn 00
1Cl . 451 35168 56001-07

CEPTU®HKAT AHAJTHM3A

www.drreddys.com

iProduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[IIponyxr: Keropon® Dxenpece (keToposak) Tabiaerku, Aucneprupyembie B HOJ0CTH PTa, 10 mr

| Market / Poinok

:Russia / Poccus

Batch No / U Batch Quantity / 3600000 tab/ |
Cepua Ne ) O6Bem cepun " 3600000 Tab
ina]yncal Repourt No/ . 040002974538 Date of Analysis / . 95.06.2025

nanuTHYecKkai oTyer Ne JlaTa apnaamnsa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTa mpon3BOJCTBA T'ogen no ]
Mfg. License No. /
Ilpou3BoAcTBEHHAs : MNB/05/263 sl T 3 IR GE2I (RIS

: Homep PY RU)

auenszusn Ne

Analysis performed according ND:

/ Ananus nposeaen o HI: JITI-Ne(004669)-(PT-RU)-190224

e
N

Page 1 of 9/Crp.1 m3 9

Test / 1loxa3zaTens

Results / Pe3y/ibTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsie nockue
tabnetku ¢ hackoi, CBETIO-
YENTOro UBeTa ¢ FPaBApPOBKOI
«l» Ha OnHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrivie
miockre Tabnerku ¢ ¢ackoif, ceetso-
HENTOro IBETA ¢ [PAaBHPOBKOH «l» Ha
OJHOMH CTODOHE.

2 Identification / MaenTudpuxauus

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / YO-cnexTpn MNOTHOLUEHHA

HCIILITYEMOrO  pacTsopa M pacTeopa
cTangapTHoro  ofpasua  KeTopoJiaka
TpOMeTaMHHa LOJKHBI HMETh

MAKCHMYMBI TIpH OIHOH U TOH e UInHe
BOJIHBI (£ 2 HM),

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuaniue: {IponykT cooTBeTcTBYeT TpefoBannam HIL 3axawuenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarotosneHo: Ramakant TIpoeepeno: Pardeep Kumar | Opo6peno: Menemkep / Pykosomures
\ d..l:t - o= Amit Kumar A~

Qe a
Reprint Date / ! Reprint Date / Reprint Date / '
Hara: 25.06.2025 Hara: 25.06.2025 Jlara: 25.06.2025

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: L85125AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q‘:°

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labaratories Ltdl.
Formulation Unit-6

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

ni1.n9

CEPTHO®HKAT AHAJTHU3A

Te!: +51 98165 L6001 -T2
www.drreddys.cam

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopoa® Dxenpeee (keroponak) TabseTKy, AHCHECPrApYyeMbIE B HOJOCTH P, 10omMr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity/ . 3600000tab/ |

Cepus Ne RSN O0nem cepuH ‘3600000 tab

iualytncal Repourt No/ . 040002974538 Date of Analysis / . 25.06.2025
HaIHTHYeCKnH oTdeT Ne JlaTa aHan3a 3

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

Jata nponspoacTea | Fonen o e

Mfg. License No. / g

IIponseoAcTBEHHAS : MNB/05/263 ?I/IA nurll:;),er./ ‘ J;II-M(OO4669)-(PF-

anumensus Ne gMep v)

Analysis performed according ND: / Anasmm3s niposeaen no HJL: JIT-Ne(004669)-( PI-RU)-190224

Page 2 of 9/ Crp. 2 n3 9

[ No

Test / IloxazaTens
Ne

Results / PesyabTaThl

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 yxepxuBaHus
OCHOBHOTO TIMKa Ha Xpomarorpamme
HCIIBITYEMOTO pacrsopa IOJDKHO
COOTBETCTBOBAThL BPEMEHH YACPXHBaHHA
OCHOBHOTO NMKa Ha XpoMaTorpamme
pacTBopa CTaHJApTHOTO obpasua

TpoMeTamMMHa  (pasnen

KeToposiaka
«KoNH4YecTBEHHOE OMpEAENeHHe).

Remarks: The Product conforms to ND/
Hpumeuanue: Ipoayxt coorsercrayer TpedosaHusm HII

Conclusion: APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / Checked by /
Ioaroroneno: Ramakant [Mpoeepeno: Pardeep Kumar

Bl e

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykosoauTtens
Amit Kumar K~ =

.r «

Reprint Date /
Mara: 25.06.2025

Reprint Date /
JHara: 25.06.2025

Reprint Date / '
Ilara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000

34, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com
CIN: L85:125AP1984PLCO04507

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

28155 5800102

L0 B2
el +01 981568

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

|_I’r_0dilct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

|ITponykr: Ketopon® Dxenpece (keroponax) TadieTKH, THCOepTHpyeMble B MOJOCTH pii, 10 mr

| Market / Poinox

:Russia / Poccus

Batch No / b Batch Quantity / 3600000 tab /-
Cepusn Ne ’ OGnem cepuu " 3600000 126
inalytlcal Repourt No/ . 040002974538 Date of Analysis / . 25.06.2025
HANUTHYecKH I oTueT No Jlara anasmsa
| Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
Jara npoH3BOACTBA 0 ToneH no
Mfg. License No. / |
IIponsBoacTBeHHan - MNB/05/263 L pumber. / : JIII-Ne(004669)-(PT -
Homeép PY RU)
AnmeH3usi Ne

| Analysis performed according ND: / AHaaun3 npoBejieH o HJ: JOI-Ne(004669)-(PI-RU)-190224

Page3of 9/ Cip.3 m3 9

i:) T'est / 1loka3aTenan Results / Pe3yabTaTht Specification / Hopma
Butylhydroxyanisole / Complies / COOTBCTCTBye_T_ The retention times of 2-
Bymuneudpoxcuanizon 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). / Bpewmena
yIaepKUBaHns IIKKOB
2-6yTUNrHAPOKCHAHK301a H
3-GyTIWITHAPOKCHAHH30Ma Ha
XpOMAaTOrpaMMe HCIIBITYEMOTO pacTBopa
JOJDKHBI  COOTBETCTBOBATE BpPEMEHAM
yAepXKUBAHHA [THKOB
2-6yTWITHIPOKCHAHKH30JIa n
3-QyTHNTHAPOKCHANK30MA na

XpomaTorpaMMme pacTBopa CTaHIapTHOTO
obpaiia 6yTUrHAPOKCHAHM30NA (pa3aen
«Conepxanue
GYTHArMIPOKCHAHM30JIAN).

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

Mpumeuannue: Ilpoaykr cooTBeTeTEYeT Tpebosanmam H]I 3akaouenne: OJIOBPEHO

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

TMonrorosneno: Ramakant Iposepero: Pardeep Kumar | Ono6peno: Menemkep / Pykosonurens
}ij\“"~}r’ | Amt Kumar A >

Reprint Date / b Reprint Date / Reprint Date / f

Hara: 25.06.2025 JHara: 25.06.2025 Iara; 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +9. 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AF1984PLCO04507
www.drreddys.com



Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Knol, Nalagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, INDIA
Tel 1 61 55166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Oralljr Di_sinlegrating Tablets 10 mg
IIponykr: Keropon® Dxenpece (keroponak) Taliierkn, ANCHEpIHpyesble B I0JOCTH PTa, 10 mr

| Market / Puinox

:Russia / Pocens

Batch No / T Batch Quantity / 3600000 tab/ =
Cepus Ne ‘ O6Bem cepi " 3600000 Ta6
Analytical Repo:’t No/ . 040002974538 Date of Analysis / . 95.06.2025
AHanuTYecKHiT oTueT No Jata anannza
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
ara npol3BoacTBa Tomen 10
Mfg. License No. /
TIpouzroacrBeHHas : MNB/05/263 MA number: / : JIH-Je(004669)-(PT~
Homep PY RU)
| Tuuen3ns Ne

Analysis performed according ND: / Ananus nposeaen mo HI: JII-Ne(004669)-(PI'-RU}-190224

Paged40of 9/Crp. 4139

Hpume=anue: [ponykr cooreercTryeT Tpebopanuav HII

3akawyenne: OJJOBPEHO

———— '
r 1:.:) | Test / IlokazaTennb Results / PesyabTaThl Specification / Hopma |
3 Average weight / Cpeannst 69.4 mg/ 69.4 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). =
Macca . Ot 67,2 Mr 1o 72,8 mr (70,0 Mr = 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OfMOpPOAHOCTE MacChl 2/20 tablets - not more than = 20 %. /
18/20 Tabnerok — ke Oomee + 10 %;
2/20 Tabnetok — e Gonee £ 20 %.
4 Disintegration time / 00 min 18 sec / 00 MuH 18cex Not more than 3 min. / He 6onee 3 MuR.
PacnagaemocTs
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of
. C15H3NO3¢C4H | 1NO3 (ketorolac
Unit-2 / Ta6n-2 e tromethamine) in 15 min. / He Mmenee
Unit-3 / Ta6n-3 97 % 75 % Q) CysH13NO3+C4H | | NO3
. (keToponaka TpoMeTaMHH) Yepes 15 MHH.
Unit-4 / Ta6n-4 93 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %
f
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Prepared by / Checked by /

Approved by: Manager/Executive /

Tloarorosnexo: Ramakm;u - IMposepero: Pardeep Kumar | Ono6peno: Menemwkep /,PykoBoauTens
ALY 7 Amit Kumar A~~~
o e e {

!

Reprint Date /
Jarta: 25.06.2025

Reprint Date /
Hara: 25.06.2025

Reprint Date /
Mara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q‘:"’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Dictt. Solan, H.P,, 173 205, INDIA

Tel: 51 §8160 50001-02

CEPTHDPHUKAT AHAJIM3A

www.drreddys.com

| P roal_l ct:

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Tlpoayrrz Ketopoa® Bxenpece (keropoJar) TabaeTky, JucueprupyeMplc B MOJOCTH pTa, 10 mr

. Market / Poinox

~Russia / Poccus

Batch No / T Batch Quantity / 3600000 tab /

Cepus N2 ; O6bem cepuH " 3600000 Tab

Analytical Repourt No/ . 040002974538 Date of Analysis / . 25.06.2025

AHannTHYeckHil oTueT No JlaTa aHaaH32

Date of Manufactare / - 06/2025 Date of Expiry / . 05/2027

Jarta nponzsoacTea T'onen xo

Mifg. License No. / .

IIpou3BoAcTBeHHAS : MNB/05/263 Rasnugber:/ ;. JI-N(004665)-(RT™
Homep PY RU)

aunenszus Ne

' Analysis performed according ND: / Anaan3 nposenen mo HIL: JITT-Ne(004669)-(PT" -RU)-190224

Page50f9/Crp.Sm9

JncnepcHOCTh

‘1:.:' Test / [Toka3zaTens Results / Pe3yibTaThi Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTRYET A uniform suspension passing through a

710 um sieve is formed. / O6pasyetcs

OIHOPOAHAS CYCMEH3N,

TIPOXOAALAS

CKBO3h CHTO C pa3MepoM OTBEPCTHI

710 MKM.

7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Hivke npeaena obHapysxenus (10 =

not morc than 0.5 %; / ve 6onee 0,5 %;

Copepacanne Boabl

He 6onee 7,0 %.

1-runpoxkcuananor 0.0010 %)
KeToponaka
1-keto analog of ketorolac / not more than 0.8 %; / ne Gonee 0,8 %;
1-keToaHalor keToposaka 0.05%
unidentified impurity / ndét more than 0.5 %; / ne Gonee 0,5 %,
eJUHHYHas 0.02%
HeuzneHTUOHUMPOoBAHHAA
npuMech
total impurities /  01% not more than 1.0 %. / ne 6onee 1,0 %.
CyMMa NpHMeceH
8 Water content / 23 % Not more than 7.0 %. /

Remarks: The Product conforms to ND/

[Ipumeuanmue: IIpoxyxt cooTBeTcTRYeT Tpebopanusm HI

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TlonroToBneno: Ramakﬂm Mposepero: Pardeep Kumar | Onofpeno: Menemxkep / Pyl\oaomrrenb
{ .. Amut Kumar
%jy_ LLL (;iﬁ”" g IFIA\' —
Reprint Date / Reprint Date / Reprint Date / :
Jlara: 25.06.2025 Hara: 25.06.2025 Iarta: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Xhol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

AN s N [a X et ol e g A4 N7
e '1'9; guJ_Uu J\JOO_’ v

CEPTUDHKAT AHAJTHIA

www.drreddys.com

Product : Ketorol Expre_ss_(lao;olac)ﬁraily ﬁsinteg_rating Tablets 10 mg

TIpoayxr: Keropon® Jxcnpece (KeTopoiak) TabaeTkH, Iicuepiupyembic B 0JI0CTH pra, 10 mr ]

Market / Prinox :Russia / Poceus

Batch No/ . V2501251 Batch Quantity / 3600000 tab /

Cepus No ' O6nem cepin " 3600000 Tab

AnalyticehReport No / 040002974538 Date of Amalysis/ . 55 56 7025

AnanutHuecknii oTuer Ne Hara auannza

Dat.e of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jara mpounszsoacTia Togen oo

Mfg. License No. / ] o

IIpon3soacTBEHNAS : MNB/05/263 I T S e : RN R
Homep PY RU)

JHnen3na Ne

Analysis performed acco_rding ND: / Ananu3 nposenen mo HIL: JITI-Ne(004669)-(PT-RU)-190224 s

Test / [Moka3aTesab

| No i
Ne

Results / PesyabTatsi

Page 60of 9/Cip. 6 m3 9

i
| Specification / Hopma

9 Residual solvents / OcTaTounble 0praHM4eCKne pacCTBOPHTEIH
Isopropyl alcohol / 04 pg/tab / Not more than 350 jg/lab. /
Hzonponaxon 04 mkr B TabneTke He 6onee 350 mMxr B Tabnetxe.

10 | Microbiological purity*/ MquoﬁuoﬁbruquKaﬂ yHeroTa®

QaHopoAHOCTH
AO3MPOBAHHBIX CAMHHL

|—Tota1 Aerobic Microbial NA not more than 103 CFU/g; /
Count / o6iee yucno He Gonee 10° KOE/T;
23p0o6HBIX MHKPO-
OpTaHHI3MOB
Total Combined Yeast and NA not more than 10* CFU/g; /
mold count / o6uiee Yucno ne Gonee 102 KOE/T;
JIPOMNOKEBBIX U [IECHEBBIX
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 IokazaTens npueMaemocti (AV)
nomxeH 6e1Th He Gonee 15,0.

Remarks: The Product conforms to ND/

Hpumeuanse: [IponykT cOOTBETCTBYET Tpebopanuam HJL

Conclusion: APPROVED /
3axarouenne: ONOBPEHO

Prepared by /
Iloarorosneno: Ramakant

1& m\g;lf’\;,

Checked by /
[Mpoeepeno: Pardecp Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBOL)'[HTeJ'[b
Amit Kumar A i
AN
o =
\

Reprint Date /
Hata: 25.06.2025

Reprint Date /
Hata: 25.06.2025

Reprint Date /
Hara: 25.06.2025

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 Laboratories Lt
Formulation Unit-6

®-
Dr. Reddy,s ‘.... vill. Khol, Nalagarh Road, Baddi,

Distt, Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS . "0 Do oo o)
Tel: +51 $6166 56001-C2
CEPTHO®HKAT AHAJIH3A www.drreddys.com

_I-mduct : Ketorol Iﬂ_xbregs (keto;oiac) Orally Disintegrating Tablets 10 IE
{poaykrs Keropoa® Brenpece (keropoak) Tabaerky, aucneprupyeMele B MOJI0CTH pTa, 10 mr ol

Market / Poinok :Russia / Poccust
Batch No/ . V2501251 Batch Quantity / 3600000 tab /

 Cepia Ne : O6nem cepus * 3600000 Tab |
Amalytical Repourt No/ . 040002974538 Date of Analysis / . 2506.2025
Ananurwyeckuit oTyet No dara anaan3a )

. ok
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTa npoH3BOACTBA I'ogen 10
Mfg. License No. / . .
IlpousBoacTBeHHas : MNB/05/263 L LT G : JIH_N'(004669)_(PF——!
Homep PY RU)

anuensns Ne

| Analysis performed according ND: / Ananu3 nposesen mo HJI: JITI-Ne(004669)-(PT-RU)-190224 _ 1

Page70f9/Cip. 7wz 9

i.oo Test / [loka3saTesb Results / PesyabTaTsl Specification / Hopma
12 | Assay/KoaudecTBenHoe 10.2 mg/ 10.2 mr From 90mg to 11.0 mg of
omnpeneieHHe (101.6 %) CisH13NO3+CsH | (NO3 {(ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
| 11,0 mr Cy5H13NO3CsH 1 1NO3
{xeToponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3afBJEHHOrO KONHYCCTBA) B
Tabnetke.
13 | Butylhydroxyanisole 0.0886 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0886 mr B Tabierke He menee 0,042 Mr B TabeTKe.
Gy TMJIFMAPOKCHAHU30.12
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue ynakoBku (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 tabneTox B
information leaflet in a carton | 6amcrepe u3 (TMA/ATITID c
pack. / Tlo 10 Tebnerox B | snaronoriorurenem/[I9BII) doabrnu /
6ructepe M3 (TTA/AJV/OD ¢ | (II3/AJ) ¢oneru. Io 1w 2 Gnucrepa
sraronoryorhrenem/I12BIT) BMECTE C JIKCTKOM-BKIAbllEM B TauKy
¢onbru // (TID/AJT) doneru. Ilo | KapToHHYIO.
2 6iucTepa BMECTE C JTHCTKOM-
BT ABIIIEM B nayuky
KapTOHHYIO.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeuanne: TIponykT cooTBeTcTBYET TpeboBanusaM HJT 3aknaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ramaka n‘lﬁ” IMpoBepeno: Pardeep Kumar | Onobpeno: Menemsep / PyKosom{renL
0 \.al) 8w Amit umar T
Reprint Date / \ Reprint Date / Reprint Date / ;
Jlara: 25.06.2025 Hara: 25.06.2025 Jlara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
C!N: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHOHEAT AHAJH3A

www.drreddys.com

Product : Ketorol Express (ketofdla:) Orally Disintegrating Tablets 10_mg :
Mpoayxr: Keropoa® Ixenpece (keroposar) Tabierki, AHCACPIUPYEMLIL B TONOCTH [T, 10 mr T
Market / Ppinok :Russia / Poccus L
Batch No/ - V2501251 Batch Quantity / 3600000 tab / B
Cepus Ne ) O6Bem cepiin " 3600000 Tab
Analytical Repo‘}'t No/ . 040002974538 Date of Analysis / . 25 06.2025
AHanuTHYeCKHiT oTyeT Ne JlaTa aHaH3a _
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JaTa nponaBoacTea Togen no SE
Mfg. License No. /
IIpownsBoacTBeHnas : MNB/05/263 MA number: / : JUENEUL S
Homep PY RU)
aHnenzns Ne on_ B
Analysis performed according ND: / Anajiuz nposeien no HI: JII-Ne(004669)-(PT'-RU)-190224 = i~ )

Page 8 of 9/ Crp. 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.

* JIpu BLINYCKE JIEKaPCTREHHOTrO MpeNapaTa KOHTPOIL Ka4ecTBa No MoKa3aTe o «Munkpobuonornueckas
YUCTOTD» NPOBOXHTCS ANA KANKA0H 20-07i cepuM, WM ANS OAHOI CepUH B roj, B 3aBUCHMOCTH OT TOT0, HTO

HACTYITHT pansulie.

API name / Har_lme;gngﬂe ADPC:

Ketorolac tromethamine / Ketoponaxka TpOMETaMHH

INN / MHH:

Ketorolac / Keroponak

Homep cepaM cyGCTAHIIHE MIPOU3BOAUTENS
TJI®:

API manufacturer batch number / ABSH001017

Homep cepun nponspoanres ADC:

FP Manufacturer API Batch number / |
FESA00167

API Manufactured by & country /
Hponssoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Naboparopuc Jlta., Uunus

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

HanMeHoBaHHe, aXpec, JHUEAIHA 1JIA
IIpon3BoACTBEHHAH NUIOIAAKA / ILnomagka
KonTpoas kKadecTsa / Ilnomaaka BeimycKa

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

JI-p Pennn’c Jla6opatopuc Jita., Unnus, [IpousoncTeenHoe
nopasenenue-6, Bru. Kxomns, Hanarapx Poya, bamm, JMCTPHKT
Conan, X.I1., 173205, Unnus (muuensns Homep MNB/05/263)

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/
Hpumeuanue: Iponykr cooTBetcTByeT Tpebopanmam HJT

Conclusion: APPROVED /
Saxmwgesne: OJJOBPEHO

Prepared by / Checked by /
IToarotosieHo: Ramakant

%‘A\L‘-L}: sl

IMpogepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Mexemxkep / PykosomiTens
Amit Kumar ) \

ot

A Reprint Date /

Reprint Date /
Hata: 25.06.2025

Jara: 25.06.2025

Reprint Date /
Jarta: 25.06.2025

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 Laboratories Ltd.,
Formulation Unit-6

.. @Y% ,
Dr. Reddy S D) Vill. Khol, Nalagarh Road, Baddi,

ey : s Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS /o1 52166 56001-02
CEPTH®UKAT AHAJH3A .y drreddys.com

[Product : Ketorol E;i)_refss_(ket;)rolac) Orally Disi'nt_e_graﬁng Tablets 10 mg

Hpoxykr: Ketopon® Sxenpece (ketoponak) TabaeTks, ARCHEPripyesbic B H0A0ETH PIi. 10 pir L
Market / Puinox :Russia / Poccus SN
Batch No/ . V2501251 Batch Quantity / . 3600000 tab /

Cepua Ne ) O0Bem cepiit " 3600000 Tab
Analytical Repo:‘t No/ - 040002974538 Date of Analysis / . 95.06.2025

| AnanurEyeckuii oryer Ne HaTta anann3a .
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara npon3BoAcTEa Toaen 10

Mfg. License No./ .
IponsBoAcTBeHHAS + MNB/05/263 MA number: / 3 JII-Nz(004669)-(PT-

Homep PY RU)

mHuensus Ne
Analysis performed according ND: / Ananns nposeaen mo HJE: JITI-Na( 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».

JaKII0YeHNHE 0 COOTBeTcTBHM: «HacTogimEM 1 TTOATBEPIKIAN, YTO IPUBCACHHAA BLITIC nHGOpMALH ABIACTCH
IOCTOBEpHO M TOYHONH. OTa cepus MPOMYKINM OpOM3BEcHA (BKJIFOYAs YIAKOBKY (MApKMPOBKY) M KOHTPOIL
KadecTBa) Ha BhIIeyKa3aHHOH MPOU3BOJICTBEHHOH IUIOIIAIKE (Wwiom@aakax) B IOJHOM COOTBETCTBHH C
TpeGoBanuAMH [IpaBun HajieKalen IPOM3BOJACTBEHHON MpaKTHKH EBpasMilcKoro SKOHOMHYECKOTO COO3a (No
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) 1 Tpe6oBaHMIMA KOHTPOJIS Ka4€CTBA JICKApCTBEHHBIX CPEICTB,
4 Taloke B COOTBETCTBHH CO CHENUPUKAMAMH, COASPKAIMMMHUCA B PETUCTPAIHOHHOM N0Che CTPAHBI-HMIIOPTEDA.
3amucH 1o IPOK3BOLACTRY, YIIAKOBKE H aHATIU3Y IPOBEPEHBI, ¥ YCTAHOBIEHO X COOTBETCTBHC TpeboBanmaM [IpaBun
HajuIeXaned IIpOM3BOICTBEHHOM NPAaKTHKK EBpasuickoro SKOHOMHYECKOr0 COr03a.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeusnue: [Ipoaykr cootsercteyet Tpebosanusm HI 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloarotosneHo: Ramakant TIposepeno: Pardeep Kumar | Onofpeno: Menemiep / PyrkosauTens
@w)\ d&'\ L— Amit Kumar N—
L T f

N LI Y
Reprint Date / ' Reprint Date / Reprint Date /
Hara: 25.06.2025 Jlara: 25.06.2025 Jara: 25.06.2025

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



