Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

- CEPTUO®UKAT AHAJIM3A

Tel : 491 98165 56001-02

LAV T IR L P

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

Ipoaykr: Keropon® Jxcnpece (keTopoaak) Ta6iieTkH, AHCHeprapyemMple B oN0CTH pTa, 10 mr

Market / Peinok :Russia / Pocens

Batch No / . Batch Quantity / 3600000 tab /

Cepnsa Ne N O61eM cepuH " 3600000 Tab
Analytical Repo:‘t No/ . 040002814000 Date of Analysis / . 27022025
Anananrnyecknii oTder Ne Jara ananu3a

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

JaTa npou3BoACTBa I'onen mo

Mfg. License No. /

IpousBoacTBennast : MNB/05/263 EA nul;ger:/ c I'EH_M(OO“@)-(PF-
JHueH3HA Ne omep )

| Analysis performed according ND

: / Anaaus npopenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page1of9/Crp. 1139

No
1

Test / IlokasaTenb

i bescription_/ Onucanne

Results / Pe3ysabTaTe!

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable riockue
TabneTku ¢ fackoil, cBeTIIO-
JKEJITOTO LIBETa C IPaBUPOBKOH
«» Ha OBHOH CTOpOHE.

Specification / Hopma

with "|" debossed on one side. / Kpyrnuie
rockue TabneTkn ¢ (packoil, CBETIO-
WEJITOrO UBETa C [PAaBUPOBKOA «I» Ha
OIHOM CTOPOHE.

Identification / UnenTuduxaumns

Ketorolac / Kemoponax

Complies / CooTsercTBYeT

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelengih
(x 2nm). / Y@-cnekTpbl IOIAOLLERHA
UCMBITYEMOTO  pacTBOpa M pacTBopa
CTaHZAapTHOTO  of6paslla  KETopojaka
TpoOMeTaMHHa LOJIKHBb! AMETD
MaKCUMYMEI NPH ONHON M TOH Xe JUTHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [TpomgykT cooTBeTeTBYET Tpebopanuam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

Maurya

IToarorosnedo: Santosh K‘gm
A

—fl'-_

Checked by /
IIpoeepeno: Pardeep Kumar

rZ <.

Approved by: Manager/Executive /
Onobpeno: Medemxep / Pykopoauresns
Amit Kumar

N

Reprint Date /
Jara: 27.02.2025

Reprint Date/
Hara: 27.02.2025

Reprint Date / |
Hata: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Qi-

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill, Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS pistt. Solan, H.P., 173 205, INDIA

CEPTHUOHUKAT AHAJIN3A Tol : +91 98164 56001-02

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Jkenpece (KeTopoaak) Tabaerk, AMcrnepritpyembie B oJocTH pra, 10 mr

T LT T Y 3 AUt

Market / Poinok :Russia / Poccus NS ™
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepua Ne AT O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002814000 Date of Analysis / . 27.02.2025
Anamutnyeckii oruer Ne JaTa ananusa
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

| [laTa aponsBoacTBa Copen no
Mfg. License No./ '
IlpousBoacTBEHHAS : MNB/05/263 g o nux}r:;er. / : gH-N9(004669)-(PF—

| aanensun Ne omep U

Analysis performed according ND:

/ Ananus nposenen no H; JHI—M(004669)—{PF-R_fD-190224

Page20f9/Crp.2m39

No .
I Test / [lokazaTeanb

Results / Pe3yiLTaThbl

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 tromcthamine standard solution
(Assay section). / Bpemsa ynepXHBauus
OCHOBHOrO MHMKA Ha XpOMaTorpamme
HCTILITYEMOTO pacTBopa JOMDKHO
COOTBETCTBOBATE BPEMEHH YJEPKNBAHMA
OCHOBHOrO THKa Ha XpoMaTorpaMme
pacTsopa CTaHAapTHOro obpasua
KeTopoJllaka  TpoMeTamMuHHa  (pasgen
«KonuyecTeHHoE OMpeaeneHHED).

Remarks : The Product conforms to

ITpumeuanne: Ilpoaykt coorBeTcTBYET TpeboBannusam HJT

ND/

Conclusion : APPROVED /
3amouenne: OJOBPEHO

Prepared by /

IToarorosneno: Santosh Kumar

Mauaurya ‘2;'\
9L

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meneukep / Pykosoaurens

Amil Kurnar T
1 I /\//

Reprint Date /
JHara: 27.02.2025

Reprint Date /
Hara: 27.02.2025

Reprint Date / '

Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tejangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Emaii: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.

Formulatian Unit-6
Vill. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Disti. Solan, H.P.,, 173 205, INDIA

CEPTUDHKAT AHAJIM3A  Tel: +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
IpoaykT: Keropoa® Ikenpece (keTopoaax) Ta6aeTkH, AHCNEprHpyemMble B M0J0CTH pra, 10 mr
Market / Poinok :Russia / Poccus i e B
Batch No / _ Batch Quantity / _ 3600000 tab / |
Cepus Ne o Y O6Bem ccpun ' 3600000 Tab
Analytical Repourt No / - 040002814000 Date of Analysis / . 27.02.2025
AHanuTHuecKHKi oTueT No Jara anann3a ]
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027
Jara npoHzBOACTBa | Toaen ao _
Mfg. License No. /
IIpousBoacTBCcHHAR : MNB/05/263 MA number: / : HH'N2(004669) =l

Homep PY RU)

JIHIeH3uA No

i Analysis performed according ND:

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

Page3of9/Crp.3 39

No

N Test / [TokazaTens Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CootBeTcTBYeT |  The retention times of 2
Bymuneuopoxcuaruzon 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
YIOCPIKUBAHHA TTHKOB
2-0yTUIrHAPOKCHAHN30NA i}
3-6yTuinruapoKcHaHusona Ha

XpoMmarorpaMMe MCIBITYEMOTO pacTBopa

OOJDKHBI  COOTBETCTBOBATE  BpeMeHaM
YOepXHWBaHHA fTUKOB
2-6yTWITHJIpOKCHAHK30.1a "
3-6yTunruapoxcuaHu3ona Ha

XpOMaTorpaMMeé pacTBOpa CTaHAAPTHOrO
obpaiua 6yTHArHApokcHanusona (pasaen
«CouepxaHue
6YTUNrHAPOKCHAHH3O0IA).

Remarks ; The Product conforms to ND/

IMpumedanue: [IpoaykT cooTBeTCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Jarxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TTogrotosneHo: Santosh Kuipar [Mporepeno: Pardeep Kumar | Onobpeno: MeHemxep / Pyxosoaurens
Maurya .fg Amt Kumar Ly
Reprint Date / Reprint Date / Reprint Date / i

Jara: 27.02.2025 Hara: 27.02.2025 Hara: 27.02.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Tof ; +G1 08165 55001-02

YL UMM hOySoony

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

Ipoayxr: Keropoa® Ixcnpece (keToponak) Ta6JICTKH, AHCOEPrHpyEMBbIe B I0J10CTH p1a, 10 Mr

Market / Poinox :Russia / Poccns

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne T O PG T © 3600000 Ta6

T fePoy MO 040002814000 Wt it el S R 7)ol
HANHTHYIecKH# oTyer Ne Jarta anananza

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

Hara uponssoacrea Tonen no

Mfg. License No. /

IIponssoacTeeHHas : MNB/05/263 b B Ay 3 L (QSED) SRS

Homep PY RU)
JHOen3una Ne

Amnalysis performed according ND: / Anaaus nposeaen mo HI: JITI-Ne(004669)-(PT-RU)-190224

Page4of9/C1p. 439

Results / PesynbTathi

NNO Test / IokasaTesnn
E ——
3 Average weight / Cpeguns

Macca

Unilormily of weight /
OanopoaHoOCTL Macehl

69.6mg/69.6 Mr

Complies / CooTBeTCTBYET

Specification / Hopma

| 67.2mg to 72.8 mg (70.0 mg + 4.0 %). /

Ot 67,2 mr go 72,8 Mr (70,0 mr= 4,0 %).

18/20 wblety  nol more than £ 10 %,
2/20 tablets - not more than £ 20 %, /
18/20 Tabinerox — He Oomee =+ 10 %;
2/20 rabnerok — He bonee + 20 %.

4 Disintegration time /

00 min 22 sec / 00 muu 22 cex

Not more than 3 min. / He 6onee 3 Mu=,

Pacnagaemoctb

5 Dissolution / PacTBopeHue Unit-1 / Tabxn-1 100 % Not less than 75% (Q) of
" C5H3NO3*C4H 1 NO3 (ketorolac
Uil el 102 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 102% | 75% (Q) C1sH13NO3CsH 1 NO;
. (xeroposaka TPOMETAMHH) yepes 15 MiIH.

Unit-4 / Tabn-4 102 %

Unit-5 / Tabn-5 101 %

Unit-6 / Tabn-6 97 %

Remarks : The Product conforms to ND/ ¢

ITpumeuanne: [popykt cooTBeTcTBYCET TpeboBaHusm HI

Conclusion : APPROVED /
3akmodenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorositeno: Santosh Ku mar I[TpoepeHo: Pardeep Kumar | Ono6peno: MeHemkep / PykoBoauTess
Muuryu ;;?"r _ ] Anut Kuar b

Reprint Date / Reprint Date / Reprint Date / Y

Lara: 27.02.2025 Hara: 27.02.2025 Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2499, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
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

CEPTUPUKAT AHAJIN3A

Tel : +91 98166 56001-02 .

WWW.areuays.cuite

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® xenpecc (keToposiax) Ta6ieTkH, AHCHEPrUpyeMbie B MOJIOCTH pTa, 10 Mr

Market / Priok :Russia / Poccus

Batch No / ] Batch Quantity / . 3600000 tab /

Cepua Ne V2500250 O6nem cepun " 3600000 Tab
Analytical RepOft No/ - 040002814000 Date of Analysis / . 27.02.2025
Ananuruvyeckdii oryer Ne Jara apannsa n
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTa npouzsoacTBa Togen no

Mfg. License No. / '
IIpousBoacTBeHHAR : MNB/05/263 IB_;IA nul;:;)’er./ : ﬁH"N2(004669)—(Pr-
Juuensua Ne omep 2

Analysis performed according ND: / Anannz nposeaen no HJL: JIT-Ne(004669)-(PI-R1U)-120224

Pave Sof 9/ Crp.Su3 9

JucnepcHocTs

N
Noo Test / TlokazaTean Results / PesysbTaTht Specification / Hopma
6 Particle size distribution / Complies / CooTseTcTByeT A uniform suspension passing through a

710 uym sieve is formed. / O6pa3syercs

OAHODOZHAs CYCHEH3Ms, IIPOXOMAAIIas
CKBO3b CHIO C palMEpPOM OTBEpCTHH
710 MxM.

7 Impurities / [IpumecyH

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

1-hydroxy analog of

Below LOQ (LOQ = 0.0032 %) /

ketorolac: / Hinke npenena KoM4eCcTBEHHOTO
1-ruapokcHaHanor onpenenenns (ITIKO = 0.0032%)
KeTopoJiaka
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / ue Gonee 0,8 %,
1-xeToananor keToponaka
unidentified impurily / 0.02% not more than 0.5 %; / ue 6onee 0,5 %;
€AHHHYHas
HEUIEHTHPUUMPOBAHHASL
MpHMECH
total impurities / 0.1% not more than 1.0 %. / He 6onec 1,0 %.
CyMMa IIpuMeceit
8 Water content / 23 % Not more than 7.0 %. /

CopnepxaHne BoabI 'He 6oree 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IlpnmMeyanne: [Iponykr cooTBercTByeT Tpebosanuam HIT 3aknwuenne: ONOFPEHO

Prepared by /
IMoxrotosneno: Santosh Kumar

Maurya {
AL

Checked by /
ITporepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroautens
Aunil Kumar o

P

Reprint Date /
JHara: 27.02.2025

Reprint Date /
Hara: 27.02.2025

Reprint Date/ '
Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, india
Tel: +91 40 4900 2900, fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




De
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

CEPTUDPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropoa® Dxenpece (keropoaax) Tabnerkn, AncHeprupyeMsle B MoJIOCTH pra, 10 mr =

WiEHeaaT=te

| Market / Poinok :Russia / Poccus ]
Batch No / . Batch Quantity / . 3600000 tab /
Cepusa Ne el O6Lem cepun " 3600000 Tab
Analytical Repog't No/ - 040002814000 Date of Analysis / . 27.02.2025
AnaguTuyeckuii oryer Ne Hara ananuza .
Dat‘e of Manufacture / . 02/2025 Date of Expiry / . 01/2027
Jara nponssoxcTBa T'oaen no
Mfg. License No. / i
IlpoussogcrBeHHAst : MNB/05/263 Ml o s ; LA Rt B

Homep PY RU)

JHIen3un Ne

Analysis performed according ND: / Anayin3 nposejes no IiI{ '._I[[_l-jﬂ_‘c_v_(_ﬂi)d_égéjﬁﬁllm-l90224

|

Page 6 of 9/ Crp. 6 13 9

z:’ Test / IToxaszaTens Results / PesyabraThbl Specification / Hopma
9 Residual solvents / OcraToyHble OpraauyeckHe pacTBOPHTENH
Isopropyl alcohol / 05 pg/tab/ Not more than 350 pg/tab. /
HMaonpomnanoen 05 mxr b TabneTie Ile 6onee 350 mxr B TabneTke.

10 | Microbiological purity*/ MukpoGrosiorn4yeckas yucrora™

Total Aerobic Microbial
Count / o6iee uucno

not more than 10* CFU/g; /
He Gonee 10° KOE/r;

ORHOpPOAHOCTH
JO3HPOBANNULIX €XHITHIL

NA
a3pOBHBIX MUKPO-
OpraHu3MoB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / o61uee yucno NA ge Gonee 102 KOE/T;
ApONOKEBLIX H IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
aTcyTeTRUE R 1 T,
11 Uniformity of dosage units / 3.0 Acceptance value (4¥) not more than

15.0 Toxasatens NpUEMIIEMOCTH (A V)
Jomkel 6LITh He Bonee 15,0.

Remarks : The Product conforms to ND/
Tlpumeuanue: [Iponyxt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmovenue: ONNOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Santosh Kumar [NpoBepeno: Pardeep Kumar | Ono6peno: MeHnemxep / Pykosoautens
Maurya ; Amit Kumar R

Reprint Date / Reprint Date / Reprint Date / i

Hara: 27.02.2025 Hara: 27.02.2025 JlaTa: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel; +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys,.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDHKAT AHAJIU3A Tal - £01 92165 56001-02

Product : Ketorol Express (ketorelac) Orally Disintegrating Tablets 10 mg s el ) ]

Hpoaykr: Keropoa®™ xenpece (keropoaak) rabaeren, Arcnepripyemble B NoJaocTd pia, 10 mr

| Market / Prinox :Russia / Poccus L
Batch No / . Batch Quantity / _ 3600000 tab /
Cepua Ne i My O6nem cepuu " 3600000 Tab
Analytical Repovrt No/ . 040002814000 Date of Analysis / . 27.02.2025
AHagMTHYecKHi oTueT Ne JlaTa anajgu3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

HaTa npon3BoxcIBa e I'ogen oo 4
Mfg, License No. /
ITponseoacTBeHHAR : MINB/05/263 II;I o nur;;),er. d ; J;HU)-N'(OO“@)_(PF-
JIHIEH3HST Ne onep |
Analysis performed according ND: / Ananns nposeges no HII: JII-Ne(004669)-(PT-RU)-190224 .

Page 70f9/Crp. 7wz 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Ttabnerox B
Gmucrepe w3 (ITA/AJVIIS ¢
BJaronornoturenem/[12BIT)
doawry // (IT3/AJI) donsru. To
2 bnucrepa BMecTe C JIMCTKOM-
BKJIafbIIEM B navuky
KapTOHHYTO.

];.‘? Test / [MokasaTens Results / Pe3yapTaThbi Specification / Hopma '
12 | Assay/KoanuecrBenHoe 10.1 mg/ 10.1 Mr From 90mg to 11.0 mg of |
onpeaeJienue (101.5 %) CisH13NO3*C4H11NO; {(ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) por tablot. / Ot 9,0 Mr oo
11,0 mr C1sH13NO3°C4H ;1 1 NO3
(xeroponaka Tpomeramus) (ot 90,0 no
110,0 % oT 3asBJIEHHOr0 KOJNHYECTRa) B
rabseTke.
13 | Butylhydroxyanisole 0.0957 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0957 mr B Tabnetke He menee 0,042 Mr B TabneTke.
6YTHATHIPOKCHAHN3OJIA
14 Package description / 10 tablets in a blister of | 10 {ablets in a blister of (PA/AL/PE with |
OnncaHue YNIaKOBKY (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 Tabnetox B
Gancrepe u3 ([TA/AJITIS c
snaronornoruteneM/TIISBII) ¢oneru //
(TIS/AJ1) donsru. Io 1 mnm 2 Gmcrepa
BMECTE C JIMCTKOM-BKJIARBILIEM B HAYKy
KapTOHHYO.

* 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.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTBeTcTBYET Tpebosanuam HIT

Conclusion : APPROVED /
3akarouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh Kumar [Ipogepeno: Pardeep Kumar | Onobpero: Menemxep / Pyxosonurens
Maurya (U Amit Kumar I

Reprint Date / Reprint Date / Reprint Date / v

Jara: 27.02.2025 Jara: 27.02.2025 Jara: 27.02.2025

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: LB5195AP1984PLCO04507

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

CEPTNOUKAT AHAJTHU3A

Tel : +91 98166 56001-02

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

TIponykr: Keropon® Dxcupece (keroposak) rabaerkn, gucneprupyemeie B mouocrs pra, 10mr -
Market / Prisor :Russia / Poccus
Batch No / _ Batch Quantity / . 3600000 tab /
Cepna Ne el O6beM cepHH " 3600000 Tab
Analytical Repo:‘t No/ - 040002814000 Date of Apalysis / . 27.02.2025
ARaauTHHecknit oTyeT No Jdatra aHaIH3a
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

| MaTa npon3soacTBa T'oaen oo S
Mifg. License No./ | . :
IIpouseoacrBenmnas : MNB/05/263 b GGl g 3 SRS (O45S2)SRTE

Homep PY RU)

Janensys Ne =
Analysis performed according ND: / Auanus nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224 .

Page 8 of 9/ Ct1p. 8 uz 9

* IIpu BLINYCKe JIeKAPCTBEHHOI0 NPenapaTa KOHTPOJb KauecTBa No nokasarentd «Mukpobuonornyeckasn
HUCTOTA» NPOBYANTESE ANR Kakaoit 20-0#f cepnn, MK AN 0AHO cepHH B FoA, B 3@BHCHMOCTH OT TOI'0, YTO

HACTYIHT paHblle.

API name / Haumernosanue APC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/ MHH:

Ketorolac / Reroponak

API manufacturer batch number /
Homep cepnu npoussoautens ADC:

ABRH007886

FP Manufacturer API Batch number /
Homep cepnu cyGcTaHIHH MPOH3IBOAUTENSA
TJI®P:

FERA00521

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

Dr. Reddy's Laboratories Ltd., India /
J-p Peaan'c Jlabopartopuc Jita., Unous

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

HanMeHoBanue, aapec, TULEH3UA N8
MpomaneacTnonnag naomanica / Thaomoeawo
KOHTpPOJst Kadecrsa / Iliomanka BeImycka

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

Hd-p Peqnw’c JTa6oparopuc Jlta., Unaus, [IpoussoncteenHoe
noapanaeneiie 6, Rimn. Kxonn, Hanarapx Poym, hannn, Jnetpuir
Conan, X.I1., 173205, Mngus (nuueHsus Homep MNB/05/263)

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

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.

Remarks : The Product conforms to ND/

ITpumedanue: [IponykT coorsercTeyeT Tpebosannam HJT

Conclusion : APPROVED /
3axkmwuenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Santosh Kumar [Iporepeno: Pardeep Kumar | Onobpeno: Menespxep / PykosoauTerns
Maurya i ) Amit Kumar N

4 C>L-f ' /\f/
Reprint Date / Reprint Date / Reprint Date / ¢
Harta: 27.02.2025 Hara: 27.02.2025 Jara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabsd - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labaratories Ltd,
Formulation Unit-6

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

CEPTHDPHUKAT AHAJHU3A

Tel : +91 98165 56001-02

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

Ipoaykr: Keropon® Ixcnpece (keToposaK) TabIeTKH, AHCIIEPrHpYyeMbie B MOJOCTH p1a, 10 Mr S

Market / Poimok :Russia / Poccus

Batch No / _ Batch Quantity / . 3600000 tab /

Cepus Ne e O6bem cepru " 3600000 Tab

N O 040002814000 Wiiss wir Asrel ek 1S o ) )

AnanurTndecKHi oTyeT Ne Jlara anaausa

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

Jlata npon3soacTBa T"oxen no

Mfg. License No. / ]

IlpousBoacTBeHHAR : MNB/05/263 D L DL " DI QRBSIAE,
Homep PY RU)

JHLeH3Ha Ne |

_Analysis performed according ND: / Ananus nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 9 of 9/ Crp.9 n3 9

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».

3axaiodenmne 0 CoOTBeTCTBHHM: «HacTosImuM s ITOATBEPX/IAI0, YTO IpHBEJEHHAS BBIIC HHQOPMaUH SBIIICTCA
JOCTOBEPHOH M TOYHOH. 5Ta cepHA NMPOAYKIMH MpPOM3BeneHA (BKIIOYas YIakoBKY (MapKHpPOBKY) M KOHTPOJb
KayecTBa) Ha BHIIICYKA3aHHOH IIPOM3BOJACTBEHHOM TIOUIaAKe (IIOMafKax) B IIOTHOM COOTBETCTBHH C
TpeboBanusMH IIpaBun Haluiexarneli IpOU3BOACTBEHHOM MPAKTHKM EBpasuiicKoro 3KOHOMHYECKOrO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) v TpeGOBaHMSIMH KONTPOJIS KAYECTBA JIEKAPCTBERHBIX CPEJICTE,
a TakXe B COOTBETCTBUHM CO CHEHHQHKALMAMHE, COACPKALIUMHCS B PETHCTPAIIHOHHOM JIOChE CTPARbI-MMIIOPTEpA.
3aiIkcH 110 IPOU3BOJCTBY, YIIAKOBKE M aHAIN3Y NPOBEPEHB!, H YCTAaHOBIEHO MX cooTBeTCTBHE TpeboBaHusaM Ipaswir
Hazmexamei IpoU3BOJCTBCHHON NIPakTUKH EBpasuiickoro 3XxOHOMHHYECKOTO COKO3a.

Remarks ;: The Product conforms to ND/
ITpumeyanue: Hponyir cooTsercTByeT TpebGosannam HJT

Conclusion : APPROVED /
3axmouennc: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santosh Kumar [Iposepeno: Pardeep Kumar | Omo6perio: Meuemxep / PykoBoautens
Maurya 9 Amit Kumar N

Reprint Date / Reprint Date / Reprint Date/ |

Hata: 27.02.2025 Hara: 27.02.2025 Jara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




