Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : 491 98166 56001-02

CEPTHOHUKAT AHAJTTHU3A

www.drreddys.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® Ixenpece (KeToposak) Tabaerks, IHCHEPriupyemMble B MOJIOCTH PTa, 10 mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne - V2402635 OoneM cepun " 3600000 Tab

Analytical Repourt No/ . 040002759843 Date of Analysis / . 19.12.2024

AHajiuTHYeCKHi oTyeT Ne Jara apannsza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

JaTta npousBoacTBa T'ojen g0

Mfg. License No. / . o

IIpousBoacTBeHHAsS : MNB/05/263 L L : ST COEG0- (BT
) Homep PY RU)

Juuensua Ne

Analysis performed according ND:

/ Auaams aposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

Pagel of 9/Crp.1 139

tablets with """ debossed on one
side. / Kpyrible rockue
TabaeTku ¢ hackoi, CBETIO-
HKEJITOTO 1IBETa C IPaBUPOBKOH
«l» Ha OIHOI CTOpOHE.

i.? Test / IlokasaTenb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrisie
[wiockue TabneTku ¢ ¢ackok, CBETNo-
*EJITOTO IIBETA C TPABHPOBKOH «I» Ha
OJIHOM CTOPOHE.

2 Identification / UnenTudnxanus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(* 2nm). / Y®-cnekTpel IOIIOLIEHNA
UCTIEITYEMOr0  pacTBopa M pacTsBopa
cTangapTHoro  ofpasua  KeTopoJaka
TpoMeTaMuHa JOJIKHBI UMETb
MaKCHMYMBI TIpH OJHOH M TO¥# XK€ JnuHe
BOJIHBI (& 2 HM).

Remarks : The Product conforms to ND/

[pumeuanue: [IpoayKT cooTBeTCTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Santosh Kumar ITporepeno: Pawan Kumar Opo6peno: Menemkep / Pykoppaurens
Maurya { P - Pavan Kumar Sharma ¥ |: e
Reprint Date / Reprint Date / Reprint Date / ‘

Hara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCD0O4507

wwyv.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS S 0 ]

CEPTH®UKAT AHAJIU3A s crreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jxenpecce (KeToposak) TabaeTkH, AHCHEPripyeMbie B I0JI0CTH PTa, 10 mr

Market / Poinok 'Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne e O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002759843 Date of Analysis / . 19.12.2024

AHaMnTHYECKHH oTyeT No Jara ananusza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jdara nponssoacTea T'ogen no

Mfg. License No. / . .

IlpousBoacTBeHHas : MNB/05/263 MR beTR : N (OO 6622 (=
Homep PY RU)

anmenzust Ne

Analysis performed according ND:

/ Auanus nposenex no HA: JITI-Ne(004669)-(PI'-RU)-190224

Page2of 9/Crp.2 139

No l
No

Test / TlokazaTesb Results / Pe3yabTaTsl

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 yaepxuBaHHs
OCHOBHOTO THKa Ha XpoMmarorpamme
UCHBITYEMOTO pacTBOpa JOJIKHO
COOTBETCTBOBATH BPEMEHH yIEepPKUBAHUA
OCHOBHOIO MHK4 Ha XpoMmarorpamme
pacteopa CTaHAAPTHOTO obpasua
KETOpollaka  TpoMeTaMuHa  (pasgen
«KonuuecTBeHHOE onpeneneHue»).

Remarks : The Product conforms to ND/
ITpumeyanue: IIponykt cootBercTByeT TpeboBaHusaM H/J

Conclusion : APPROVED /
Zaknwuenue: OJOBPEHO

Prepared by /
TTonrorosneno: Santosh Kumar
Maurya

I

Checked by /
ITposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykopoaurenb
Pavan Kumar Sharma s

= S

—_—

Reprint Date /
Hara: 19.12.2024

Reprint Date/ '
Jlara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wiwvv.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02

CEPTUOUKAT AHAJTH3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
M poaykr: Keropoa® Jxenpece (keroposiak) Tabuierku, Aucneprupyembie B M0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne E V2402635 O6bem cepiin " 3600000 Tab
Analytical Repo:‘t No/ . 040002759843 Date of Analysis / . 19.12.2024
AHanuTudecKkuii orueT No JlaTa anHaam3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jdara npoM3BoAcCTBa Tosen a0
plisutgicemeior | MA number: / - JTI-Ne(004669)~(PT-
ITpousBoacTBEHHASA : MNB/05/263 2

Homep PY RU)
anuensus Ne

| Analysis performed according ND:

/ Ananus nposexen no HJI: JIII-Ne(004669)-(PT" -RU)-190224

Page30f9/Crp.3 139

No

Test / [Toka3zaTenb
Ne

Results / Pe3yabTaThl

Specification / Hopma

[ Butylhydroxyanisole /
Bymunzudpoxkcuanuson

Complies / CoOTBETCTBYET

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). / Bpemena
yIaepKUBaHHA THKOB
2-0yTUITHAPOKCHAHU30J1a U
3-6yTUNTMAPOKCHAHH30]1a Ha

XpoMaTorpaMMe MUCIBITYEMOIr'0 paCTBOpa

JOMKHEI  COOTBETCTBOBAaTb  BpEMEHAM
yIepKUBaHUS ITUKOB
2-6y THArMAPOKCUAHU30NIA %}
3-6yTUITHAPOKCHAHU301a Ha

XpoMaTorpaMMe pacTBopa CTaHAAPTHOrO
ofpasua GyTuiarHapoKcuannsona (pasuei
«CopaepxaHue
OYTHITMAPOKCHAHU30JIA).

Remarks : The Product conforms to

ITpumeyanue: [IponykT cooTseTcTByeT Tpebosanusm H/L

ND/
3akJa

Conclusion : APPROVED /

wuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno: Santosh Kumar Ipoeepeno: Paywan Kumar Onobpeno: Menemwxep / Pykosoaurens
Maurya ﬁ Pavan Kumar Sharma . :,/}/
Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Jara: 19.12.2024 JlaTa: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCOD4507
www.arreddys.com




Dr.Reddy’s ‘_‘:‘.

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® dxcnpece (keTopoJak) TabieTku, JucineprapyemMple B HoJ10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepnsa Ne Ak O0Bem cepuu " 3600000 Tab

Analytical Repo:‘t No/ . 040002759843 Date of Analysis / - 19.12.2024

AHanuTHYIeCKHI oTueT No HMara anananza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

JaTa npoH3BOACTBA Togen go

Mfg. License No. / . .

IIpou3sBoxcTBEHHAS : MNB/05/263 MA number: / : JIII-Ne(004669)-(P1 -
Homep PY RU)

aHned3ng Ne

Analysis performed according ND: / Anasins nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page40f9/Crp. 4 u3 9

No

No Test / Ilokasarensb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansas 69.2 mg/ 69.2 MTr 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 %;
OQHOPOAHOCTL MACCHI 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonee = 10 %;
2/20 tabnetok — He 6onee + 20 %.
4 Disintegration time / 00 min 42 sec / 00 muH 42 cek Not more than 3 min. / He 6onee 3 Mum.
Pacnagaemocthb
5 Dissolution / PacTBopenune Unit-1/ Tabs-1 103 % Not less than 75% (Q) of
. Ci5H13NO3°C4H; 1NO; {(ketorolac
Cinifs2:/ a2 L05% tromethamine) in 15 min. / He MmeHee
Unit-3 / Ta6s-3 100% | 75%  (Q)  CisHisNO3CHniNOs
. (keTopoJiaka TPOMETaMUH) uepes 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 104 %
Unit-6 / Tabn-6 102 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeOoBanuaM HJ|

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by /
[Moarororneno: Santosh Kuma IIpoeepeno: Pawan Kumar
Maurya @

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykopoaurensb
Pavan Kumar Sharma SO

e

| —

—

Reprint Date /

Reprint Date / :
Jara: 19.12.2024 Jara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

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

Tel: +91 40 49G0 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwvy.drreddys.com



Dr.Reddy’s Q':'.

_Product :

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

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

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keropoaak) TabjieTKH, AUCHEPrHpYeMbIe B 110JI0CTH PTa, 10 mr

Market / PriHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne 12402655 O61em cepuu " 3600000 Tab

Analytical RepO}‘t No/ . 040002759843 Date of Analysis / . 19.12.2024

AHaxuTHUecKHH oTUeT No JlaTa anaau3za

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2026

JaTa npousBoacTBa T'oxen mo

Mfg. License No. / ] .

Ipon3BoxcTBeHHAs : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-
Homep PY RU)

JHIeH3us Ne

Analysis performed according ND: / Anasm3 nposenen no HJL: JII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.Su3 9

ITpumeuanue: ITpoaykt coorBeTcTBYET TpeboBaHuAM HJJ

1;.? Test / [loxa3arennb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 pm sieve is formed. / Obpa3syercs
ONHOpOJIHAs CYCMEH3Us, TpPOXOsLIas
CKBO3b CHUTO C pPa3sMEPOM OTBEPCTHI
710 MKM.
7 Impurities / IIpumecn
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: / Huxe npeaena KOMHICCTBEHHOI0O
1-rHApOKCHaHanor onpenenenus (ITKO = 0.0032 %) (
KeToponaka \ D
¢
1-keto analog of ketorolac / 0.07% not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHaNOT KeTOpOJIaKka
unidentified impurity / not more than 0.5 %; / He Gonee 0,5 %;
eUHIY Has \
HeuaeHTH(HIIUPOBaHHAS 0.02%
NpUMech
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa Npumecein
8 Water content / 1.9 % Not more than 7.0 %. /
CoaepxaHHe BOAbI He 6onee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

B3akawouenne: OJOBPEHO

Maurya

Prepared by /
IMonrorosneHo: Santosh K.

uma
A

Checked by /
[Tposepeno: Pawan Kumar

A

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PyI\OﬁOJ],HTEHb
4, Pavan Kumar Sharma

P

-

1=

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Hata: 19.12.2024

Reprint Date /
Hara: 19.12.2024

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

CIN: L85195AP19841PLCO04507
www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® Ixcnpece (keToposak) TabaeTkH, JHCHEprupyemMble B MOJI0CTH pra, 10 mr

Market / PbiHOK :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepns Ne V2402633 O6bem cepur " 3600000 Tab

Analytical Repourt No/ . 040002759843 Date of Analysis / . 19.12.2024

AHATHTHIECKHH oTueT N2 JaTta ananusa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JaTta npousBoacTBa I'open 10

Mfg. License No. / . .

IponsBoacTBennas : MNB/05/263 Y4 numbere : sa IR (046o) =L
Homep PY RU)

JaneH3us Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JITT-Ne(004669)-(PT-RU)-190224

Page 60of 9/ Crp. 6 u39

1;_? Test / [lokasaTennb Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHbIE oprm:l_ecxne pacTBOPHUTEJH
Isopropyl alcohol / 14 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 14 Mxr B TabneTke He 6onee 350 Mkr B TabneTke.
10 Microbiological purity*/ Mukpo0unosornyeckas yucrora*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ob1iee 4HUCIO NA He 6onee 10° KOE/r;
a3pOOHBIX MUKPO-
OpraHu3MoB
Total Combined Yeast and not more than 10°> CFU/g; /
mold count / ob1iiee yucao NA He 6onee 10> KOE/r;
JPOXOKEBBIX U [UIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 6.5 Acceptance value (4V) not more than
OaHopoaHOCTL 15.0 Iloka3arens npuemMieMocTH (A V)
JNO3HPOBAHHBIX eAHHHI] JI0JDKeH ObITh He 6oiee 15,0.

Remarks : The Product conforms_to ND/

[Tpumeuanue: [IpoaykTt cooTBeTcTBYeT TpeboaHusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /
[Iposepeno: Pawan Kumar

i
- <7
- =
i

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosonuress
Pavan Kumar Sharma : —

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

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

Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLCO04507
wwyv.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 Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopon® Dxenpece (keroponax) TabneTkn, AUCHePrupyemMslie B MOJ0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne 3 veulgo o O6beM cepuH © 3600000 Tab

Analytical Repo\}‘t No/ - 040002759843 Date of Analysis / . 19.12.2024

AHasuTHuecKHil oTueT Ne JlaTa ananusa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JaTa npon3BoAcTBa TI'ogen oo

Mfg. License No. / . .

IIpousBoacTBeHHast : MNB/05/263 MESBEEY] : S Na(004660)- (B
Homep PY RU)

JHIeH3usa Ne

Analysis performed according ND: / Ananan3 nposenen no HJI: JITI-Ne(004669)-(PI-RU)-190224

Page 70f9/Crp. 713 9

i‘? Test / [TokaszaTenn Results / PesyasTaThi Specification / Hopma
12 Assay / KonnuecTBeHHOe 9.9mg/9.9 mr From 9.0 mg to 11.0 mg of
onpejesieHHe (99.5 %) C1sH;3NO3+C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 Mmr Ci1sH1i3sNO3*C4H | NO;
(keroponaka TpoMmeTaMuH) (ot 90,0 mo
110,0 % oT 3asABNCHHOTO KONMYECTRBAa) B
TabneTKe.
13 Butylhydroxyanisole 0.0982 mg/tab / Not less than 0.042 mg/tab. /
content / Coaep:xkaHue 0.0982 mr B TabneTke He menee 0,042 Mr B TabneTke.
Oy THJIrHAPOKCHAHH30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

onmucrepe w3 (ITA/AJUIID
snaronornotutesiem/[1OBIT)

KapTOHHYIO.

OnucaHie ynakoBKH (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 Tabnerok B
information leaflet in a carton | GnucTepe u3 (ITA/AITID c
pack. / Ilo 10 Tta6nerox B | Bnaromormorurenem/II3BII) doneru //

¢ | (II9/AJ1) donbru. o 1 unu 2 6auctepa
BMECTE C JIMCTKOM-BKJIQJbIIIEM B MadKy

donsru // (TI3/AJ]) doneru. [To | KapTOHHYHO.
2 6auctepa BMeECTe C JIHCTKOM-
BKJIafbILIEM B Mauky

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanusm H/L Zaxawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kumar IIpoBepeno: Pawan Kumar Onobpeno: Menemkep / PykOBOAHTEb
Maurya &3, '# Pavan Kumar Sharma J/ e
Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: LB5195AP1984PLC0OD4507

wwvwe.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com
Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keTopoaak) TabaeTku, AuCHeprupyemMbie B MoJ0cTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne # V2402635 O0bem cepuu " 3600000 Tab
Analytical Repovrt No/ . 040002759843 Date of Analysis / . 19.12.2024
AHajurudeckuii oTuer Ne Jara ananuza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
[aTa npom3BoacTBa Toxen go
Mfg. License No. / . .
IlpousBoacTBeHHAS : MNB/05/263 AU L g SIS (O066) (BIE
Homep PY RU)
Juuensus Ne
Analysis performed according ND: / Anasn3 nposeaen no HJI: JIII-Ne(004669)-(PF-RU)-190224

Page8of 9/ Crp. 8 u39

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 balches or one batch per year whichever is more.

* [Ipn BblyCKe JIEKAPCTBEHHOI0 NMpenapaTa KOHTPOJIb KayecTRAa N0 NoKa3aTe/lo «MukpobHosorniecKas
YUCTOTA» NPOBOANTCA AJTA Kaxaoii 20-0ii cepuu, MK AJ1A OAHOH CePHH B rojl, B 3aBUCHMOCTH OT TOrO, 4TO

HACTYIIHT paHblUeE.

API name / Haumenopanue ADC:

Ketorolac tromethamine / Ketoposnaka TpomeTamun

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun nponssoanrens ADC:

ABRHO007886

FP Manufacturer API Batch number /
Homep cepnn cyOCTaHIHH NPOH3BOXHTEJIA
I'JId:

FERAQ0521

API Manufactured by & country /
Ipouzsoautens A®C, cTtpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c JlaGoparopuc JIta., Unaus

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

HauMeHoBaHHe, aApec, JHIIEH3HA 1JIA
IIpouzBoacTBenHas nmiaomaaka / Ilnomaaka
KOHTpoJIs1 kKayecTsa / [lnomaaka Beimycka

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

-p Peanu’c JlaGoparopuc Jita., Munus, IIponseoncteentoe
noapazneneuue-6, Bumn. Kxons, Hanarapx Poyn, bagau, Tuctpukr
Conan, X.I1., 173205, Uaaus (muueHs3us Homep MNB/05/263)

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

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeuanue: I[IpoayxT cooTBeTcTBYET TpeboBaHusm HJL 3axkmouenune: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar ITpoeepeHo: Pawan Kumar Onobpeno: Menemxep / P)’I\OBO,[[HTCJ'IL
Maurya %7 N LF_ Pavan Kumar Sharma /!, —
Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 MHara: 19.12.2024 Hara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwve.drreddys.com




Dr. Reddy's Laboratories | td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

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

ITpoaykr: Keropoa® Dkcrnpecc (keToposiak) TaGuieTKH, ANCHEprEpyeMble B I010¢TH pra, 10 mr |
Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne : V2402635 O0nem cepun " 3600000 Tab
Analytical RepOft No/ - 040002759843 Date of Analysis / . 19.12.2024
AHanuTH4ecKnii oTgeT Ne JlaTa anaan3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JaTa npoH3BogcTBa I'ogen no

Mfg. License No. / ] .
IIpoussoacTBEeHHAA : MNB/05/263 S U e : e SR C ==

Howmep PY RU)
JIHUeH3UsE Ne
Analysis performed according ND: / Auaaus npoeegen no BJI: JITI-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».

3akaoueHde 0 cooTBeTcTBHH: «HacTosIMM g HOATBEPIKIAK0, YTO MPUBEACHHAS BhIIE HHQOPMAIIHs ABIACTCS
JOCTOBEPHOM M TOYHOH. DTa cepus MPOAYKUHMH IPOU3BENCHa (BKIIOYasd YNAKOBKY (MapKHPOBKY) M KOHTPOIb
KauecTBa) HA BBILIEYKA3aHHOW NPOM3BOACTBEHHOM IIIomanke (IUIOM@AKax) B [OJTHOM COOTBETCTBHH C
Tpe6oBanuaMu [IpaBui Hamexaredl NpOU3BONCTBEHHON HPAKTHKH EBpasuMHCKOro S5KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpebOBaHUAMEU KOHTPOJISA KaueCTBa JIEKAPCTBEHHBIX CPENCTB,
a TaK)X€ B COOTBETCTBHH CO CIECHH(PUKAIUIMU, COACPKAMUMUCS B PErHCTPAIIHOHHOM JKOCHE CTpaHbI-UMIIOPTEPA.
3aIycH o IPOM3BO/ICTBY, YIIAKOBKE M AHAM3Y IIPOBEPEHbL, H YCTaHOBICHO HX COOTBETCTBHE TpeOoBaHMsM I IpaBun
HaJIexaIIel MPOU3BOICTBEHHON MPaKTUKKU EBpa3sHiCKOro 3KOHOMHYECKOTO CO03a.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykr coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axkmwouenne: OJOBPEHO

Prepared by / Checked by /
IToarorosneno: Santosh Kumar

Maurya @ i ;

ITporepeno: Pawan Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykosoaurensb
Pavan Kumar Sharma Ve e

Reprint Date / Reprint Date /
Hara: 19.12.2024 Hara: 19.12.2024

Reprint Date /
Jlata: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: LB5195AP1984PLC0O04507
wwhve.drreddys.com




