Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHUOPHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropoua® Jkenpece (KeTopoak) TabieTKH, AHCIIEPrHPYeMble B II0JIOCTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccust

Batch No / , Batch Quantity / . 3600000 tab /

Cepus Ne | VERDEE0 Oo6nem cepun " 3600000 Tab

Analytical Repourt No/ - 040002697987 Date of Analysis / - 29102024

AHajuTHYecKHI oTyeT Ne JlaTa anHaqu3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

Hdara npounssoacrea I'oxen mo

Mfg. License No. / . o

IIponssoxcTBEHHas : MNB/05/263 SrALnumbery g L EN2(00669)(BEES

Homep PY RU)

InneH3ns Ne

Analysis performed according ND: / Anaans nposexen no HJI: JII-Ne(004669)-(PT'-RU)-190224

Page10of9/Crp. 1139

Results / PesynabTaThl

Specification / Hopma

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnble miockue
TabneTkH ¢ dackoii, cBeTNO-
XKEJITOTO LIBETA C MPaBUPOBKOi
«l» Ha oHOI1 CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrasie
iockue TabjeTku ¢ ¢ackoi, ceetno-
XKENTOro 1LBeTa C IpaBHPOBKOH «I» Ha
OZIHOM CTOpOHE.

No Test / Iloka3aTesb
Ne
1 Description / Onucanue
2 Identification / MnenTuduxauus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / YO-crekTpbl HOTJIOLUEHUS
UCTIBITYEMOTO  pacTBOpa M pacTBopa
CTaHAapTHOro  obpasla  KeToponaka
TPOMETaMHHA JOJDKHBL HMeTh
MaKCHMYMBI IpU OJHOM M TOM e MITHHE
BOJIHBI (% 2 HM).

Remarks : The Product conforms to

Ipumeuanue: [IpoaykT coorBeTcTBYET TpeGoBanusam HJT

ND/

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar

Maurya @

Checked by /
IIpoeepeno: Pawan Kumar
Amit

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBonurens

Kumar | /\(__-LL/;

{T—w__
7

Reprint Date / Reprint Date / Reprint Date /
Jara: 29.10.2024 Jara: 29.10.2024 Hara: 29.10.2024
Registered Office: 8-2-3 Hyderabad - SG0U34, Telangans, India
mait: mall@drredidys,com

Te

491 404900
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Dr.Reddy’s '.'.'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keToponak) TabJeTKH, AHCIepPrupyemMble B MOA0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / i NBHGTISG | Batch Quantity / . 3600000 tab /

Cepus Ne O6bemM cepHH 3600000 Tab

Analytical Repourt No/ . 040002697987 Date of Analysis / . 20.10.2024

AHaJIHTHYEeCKHH oTyeT Ne JlaTa aHaJM3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JaTa npoH3BOACTBA TI'ogex no

Mfg. License No. / . .

IponssoacTBeHHAN : MNB/05/263 MA number: / ; JIIE-Ne(004669)-(P1 -
Homep PY RU)

Juauen3ua Ne

Analysis performed according ND:

/ Anasms mposeaes no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/ Crp.2u3 9

No

Test / [Toka3arean
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). / BpeMms ynepxuBauust
OCHOBHOTO [MMHKa Ha XpOMaTorpamme
HCTIBITYEMOTO pactBopa IOJDKHO
COOTBETCTBOBATh BPEMEHH YJIEPXKUBAHHS
OCHOBHOIO IMKa Ha XpomaTorpamme
pactBopa CTaHapPTHOTO obpasua
KeToponaka  TpoMeTramuHa  (paznen
«KOJHUECTBCHHOE OTIPEACTICHHEY).

Remarks : The Product conforms to

IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeGoBaHusaM HJI

ND/

3aka

Conclusion : APPROVED /

ouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kymar IIposepeno: Pawan Kumar Ono6peno: Menemkep / PykoBoautens
Maurya ’rél{ !'Z_? - Amit Kumar - L

= = ./¥/ /
Reprint Date / Reprint Date / Reprint Date/
Jara: 29.10.2024 Jata: 29.10.2024 Jata: 29.10.2024

Ragistored Office: 8-2

Tet

HELS

L, Telangang, India




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Laboratories Lid

1 Unit-6
arh Roaa, Bacid),

203, N DI/

CEPTUO®UKAT AHAJIHU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropoa® Dkcnpece (keTopoaak) TabaeTku, AucneprupyeMble B 1010cTH pTa, 10 Mr

Market / Peinok :Russia / Poccus i

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne ¢ VER0EDl O0beM cepun " 3600000 tab

Analytical Repourt No/ - 040002697987 Date of Analysis / . 29102024

AHajiuTHYecKHH oTUeT No JlaTa ananusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jarta npon3Boacraa TI'ogen o

Mfg. License No. /

IIpousBoacTBeHHAS : MNB/05/263 pGsnumBEE g (V04000 (L=
Homep PY RU)

auneHzus Ne

Analysis performed according ND: / Auajuz nposeaer mo HJ[: JITI-Ne(004669)-(PT'-RU)-190224

Page30f9/Cip.3m39

NNOO Test / ITokasaTenb Results / Pe3ysabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2-
Bymunzudpoxcuanuzon 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
yIepKUBaHHS TIKOB
2-6YTHNTHIPOKCHAHU30JIA n
3-6yTHITHIPOKCHAHN30Ia Ha

XpOMaTorpaMMme HCIBITYEMOro pacTeopa

JOJDKHBl  COOTBETCTBOBATb  BPEMEHAM
YAEP>)KUBAHUA TTHKOB
2-6yTUITUAPOKCHAHH30J1a u
3-6yTUNTHAPOKCHAHU30]1a Ha

XpOMaTorpaMMe pacTBOpa CTaHAaPTHOTO
o6pazua OyTunruapokcHaHusona (pasaen
«CognepxaHnue
OYTUITHAPOKCHAHH3O0IIA»).

Remarks : The Product conforms to ND/
[Tpumeuanue: [lpogykrt coorBeTcTBYeT TpeboBaHusm HJT

3axi

Conclusion : APPROVED /

wuyenue: OJJOBPEHO

Prepared by /

INoarorosneno: Santosh Kumar

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Meuemxep / PykoBonutens

Maurya : Amit Kumar x -
K i N

Reprint Date / Reprint Date/  / Reprint Date/

Hara: 29.10.2024 Hata: 29.10.2024 Jara: 29.10.2024

Rajjistered Cfice; &

T

0.2




Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Keropoa® Jxcnpece (keropoJiak) TabsieTKa, AMCIEPrHpyeMble B 0JIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepusi Ne  VEASeED O06beM cepuu " 3600000 Tab
Analytical Repovrt No / . 040002697987 Date of Analysis / . 20.10.2024
AHaguTudecknii oTuer No JaTta anann3a
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jara npoun3BojcTBa TI'onen oo
Mrg. License No. / , MA number: / . JITI-Ne(004669)-(PT -
IIpousBoacrBeHHAA : MNB/05/263 :

Homep PY RU)
JHueH3ua Ne

Analysis performed according ND: / Anann3 nposegen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page40of9/Cip. 4u3 9

i.oo Test / IlokazaTennb Results / Pe3yabTaTsl Specification / Hopma
3 Average weight / Cpeansis 69.3 mg/69.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr ao 72,8 mr (70,0 Mmr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OnHopoaHOCTE Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonmee =+ 10 %;
2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time / 01 min 27 sec / 01 MuH 27 cex Not more than 3 min. / He 6onee 3 mMuH.
PacnagaemMocTb
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 97 % Not less than 75% (Q) of
R Ci1sH13NO3CsH11NO3 (ketorolac
Unit-2 / Tabn-2 97 % tromethamine) in 15 min. / He menee
Unit-3 / Tabn-3 101 % 75 % Q) CisH13NO3*C4H ;1 NO;
. (keTopoiaka TpOMETaMuH) depe3 15 Mun.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/
[Tpumeuanue: [Iponykr cooTBercTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by /
ITonrorosieno: Santosh Kumar

Checked by /
IIpoBepeHo: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens

Maurya P - Amit Kumar . -
& £ Pt
Reprint Date / Reprint Date/ Reprint Date/
Jara: 29.10.2024 Jara: 29.10.2024 Hara: 29.10.2024
Rapistered Cffice: &- , Read Mo. 2, Banjara Hills, Hydarabad - 500

Tel, 491 40 ¢

wewLdrreddys.com

- HEE e > 4]
, Empilrmalise

IN: LEZ195AP1G84APLTO04507

Telamzang, lnda




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegi‘a_tinng"ablets 10 mg
Ipoayxt: Keropoa® Jxcnpecc (keTopoak) TabJieTKH, AHCIeprupyeMble B II0J0CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / ; Batch Quantity / ~ 3600000 tab /

Cepus Ne Rzl O6bem cepun " 3600000 Tab

Analytical Repo:’t No/ . 040002697987 Date of Analysis / . 29102024

ABanuTHYecKHH 0T4eT No JlaTra anaanza

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2026

Jara npoussoacTBa I'onen no

Mfg. License No. / . .

IpousBoacTEEHHAs : MNB/05/263 RLAMUKD St g AL Ne(004669)- (P2
Homep PY RU)

Jaunenzusa Ne

Analysis performed according ND: / Ananu3 nposegen mo HJL: JITI-Ne(004669)-(PI'-RU)-190224

PageS50f9/Crp. 5u3 9

JAucnepcHocTb

ioo Test / Hokasarennb Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pa3zyeTcs

ONHOPOJHAs CYCHEH3Ms, NpOXOdsLias
CKBO3b CHTO C pa3MepoOM OTBEPCTUI
710 MKM.

7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-rugpokcuananor

Below LOQ (LOQ = 0.0032 %)

/ Huxe nipenena

KOJMYECCTBEHHOT'O ONPEACTICHUA

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

CopepxaHue BOADI

KeTopoJiaKka (ITKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %; / e 6onee 0,8 %;
1-keToaHanor KeToposaka 0.10%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eIMHUYHas 0.01%
HeUAEeHTUUITMPOBAHHAS
NpUMeCh
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
cyMMa IIpuMeceit

8 Water content / 3.0% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/

IIpumedanue: IIpoaykT cooTBercTBYeT Tpeboranusm HJ|

Conclusion : APPROVED /
Saknruenne: OJOBPEHO

Prepared by /
IMToarorosneno: Santosh Kumar
Maurya

Checked by /
ITporepeno: Pawan Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTesns

Amit Kumar - =

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Registered Qffice: 8-2-2
21 40 440

&

L
I Le51a

vl driedaivs.com

Cli

7, Road No, 2, Banjara Hillz, Hydaerabad - &
2959, Emails mail

PLY84PLCO0ASOT

1, Telanzana, India
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxenpecc (keToposiak) TabeTKH, JHCHEPrHPYeMble B II0JIOCTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne § NEHEDE O6bem cepun " 3600000 Tab

Analytical Report No/ - 040002697987 Date of Analysis / - 29.10.2024

AHaIHUTHYeCKHIi oTyeT No JlaTa ananusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara npousBoacTBa T'open o

Mfg. License No. / ) o

IlpousBoacTBeHHAast : MNB/05/263 S mumbeR:( f iLig Ui sl ety
Homep PY RU)

Junensns No

Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 13 9

I;.oo Test / Ilokazarenb Results / Pesyabrathi Specification / Hopma
9 Residual solvents / OcTaTo4yHble OpraHuuecKHe pacTBOPHTEIH
Isopropyl alcohol / 36 pg/tab / Not more than 350 pg/tab. /
Hzomnponanon 36 Mkr B Tabnertke He 6onee 350 Mxr B TabneTke.
10 | Microbiological purity*/ Mukpo0Ouosiornyeckasi yncrora*
Total Aerobic Microbial NA - not more than 10° CFU/g; /
Count / ob1uee 4ucio He Gonee 10° KOE/r;
a3pOOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o6Guiee yuciIo He 6osee 10 KOE/T;
IOPOMOKEBBIX U [UTECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 7.4 Acceptance value (4¥) not more than
OaHopoaHoCTH 15.0 Tloka3artens npuemnemMocTy (A7)
J03UPOBAHHBIX eAHHHUIL noJpkeH ObITh He Ooee 15,0.

Remarks : The Product conforms to ND/

IIpumeuanue: Ilpogykr cooTseTcTBYET Tpeboranusm HJI

Conclusion : APPROVED /
3axnwuenne: OJIOGPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Checked by /
ITpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Maurya @g : Amit Kumar L\
> L{L_ /&f/
Reprint Date / Reprint Date / Reprint Date / LE
Jara: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024
Registered Gifice: 8-2-: 2ad= 500034, Telangsna, India

el #2180 4900 2¢

wynwadireddyacon

, Email, meil@drreddys.o

RIS




Dr.Reddy’s “:‘

Dr. Reddy's Lalzoratories Ltd

A " PRNCE N P S
Foimutation Unlt-o

Vill. thol, tzlagarh Read, Baddl,

izt Soint 105, [RDIA
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CERTIFICATE OF ANALYSIS HERE
CEPTUOHUKAT AHAJIU3A focili

Product : Ketogl_Express (ketorolac) Orally Disintegratinng"ablets 10 mg
Ipoayxr: Keropoa® Jxcnpecc (keToposnak) Tab/eTKH, AHCHeprapyemMble B N0JI0cTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / i Batch Quantity / ~ 3600000 tab /

Cepus Ne VoLt O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002697987 Date of Analysis / - 2910.2024

AHanuTHYeCKHH 0TUeT No Jara anaanza

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

JlaTta npon3BoacTBa I'ogen no

Mfg. License No. / . .

IIpousBoACTBEHRAS : MNB/05/263 LA RUTB R g P (U662 (LT
Homep PY RU)

JinneH3ust No

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

Page 70of 9/ Crp. 7u3z 9

ioo Test / IlokazaTesnnb Results / PesynabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOe 10.0 mg / 10.0 mr From 9.0mg to 11.0 mg of
onpeneJieHHe (100.3 %) CisH13NO3+C4H ;| |NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr g0
1 1,0 Mr C15H13NO3'C4H11NO3
(xeroponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asABJIEHHOrO0 KOJMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0933 mg/tab / Not less than 0.042 mg/tab. /
content / Coxep:xxaHue 0.0933 mr B TabneTKE He menee 0,042 mr B TablneTke.
OyTHITHAPOKCUAHU30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabrmetok B
onucrepe uz (ITA/AJVIID ¢
BnaromorjaorutenemM/[12BII)
¢domsru // (I12/AJ1) donsru. Ilo
2 GuMctepa BMECTE C JIMCTKOM-
BKJIa[IbIIIEM B hEEING
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / ITo 10 Tabnetok B
onucTepe u3 (TTA/ATITID c
Braronornotutenem/[1OBII) doneru //
(IT3/AJ]) ¢poneru. Ilo 1 unm 2 6auctepa
BMECTe C JIUCTKOM-BKJIaJpIlIeM B MayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBaHusIM HJ

Conclusion : APPROVED /
Jakiarouenune: OJOBPEHO

Maurya

Prepared by /
TTonrororneno: Santosh Kumar

L

Checked by /
IIporepeno: Pawan Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / Pykopoautens
7 - Amit Kumar

[
Ia'r\.;/ :/

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Harta: 29.10.2024

7

Reprint Date / ¥
Jara: 29.10.2024

Registered Offico: 8-2-3

el 51 40 48

10, Fax: 971 40 4494

CIN: LEST95APLS

WL Arr20ays.cont

, foad Ne. 2, Banjara Hilis, Hyderabad - 500034, Telongana, india
98¢, Emait maild@direddys.com
4PLCO0E507
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Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegratin?l“abl_et_s 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoak) Tab/ieTKH, AUCHEPrapyeMble B MOJ10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepns Ne e O61em cepun " 3600000 Tab
Analytical Report No / - 040002697987 Date of Analysis / . 29.10.2024

AHanuTHyecKHH oTuer Ne

JlaTa anasau3za

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JlaTa npou3BoacTBa T'onen no
Mfg. License No. /
} MA number: / _ JIII-Ne(004669)-(PT -
IpousroacreeHnas : MNB/05/263 Howmep PY " RU)

Janmen3us Ne

Analysis performed according ND: / Auanus nposexen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 8u3z 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.

* [Ipu BbINycKe JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KayecTBa Mo NokasaTesio « Mukpobuoornyeckas
YMCTOTa» MPOBOAUTCH sl Kaxkao# 20-0if cepuu, WU AJIsl OAHONH CepHH B rojl, B 3aBMCHMOCTH OT TOI0, YTO

HACTYIHMT paHbliIe.

API name / Haumenosanune ADC:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /
Homep cepun nponssoanteist ADC:

ABRH007361

FP Manufacturer API Batch number /
Homep cepHH cyOCcTAHINHH HPOH3BOIHTEISA
TJI®:

FERA00457

API Manufactured by & country /
IIponseoantens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c Jlaboparopuc JIta., Unaus

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

HaumMeHoBaHHMe, ajpec, JHIECH3UA 15
IIpousBoacTeeHnas miomaaka / Ilnomanka
KOHTPOJIA KadecTsa / Iltomanka Beimycka

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

H-p Pennu’c Jlabopatopuc JIta., Unaus, ITpouseoacteenHoe
nofpaznenedue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Iuctpuxr
Conan, X.I1., 173205, Unaus (muuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanue: [Iponykt coorBeTcTBYeT TpeboBanusam HJI 3axkmouyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToeneno: Santosh Kumar [Ipoepeno: Pawan Kumar Ono6peHo: Menemxkep / PykoBonurens
Maurya H . Amit Kumar R

Ty A /\((:/
Reprint Date / Reprint Date / Reprint Date/
Hara: 29.10.2024 Jara: 29.10.2024 Jata: 29.10.2024
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CERTIFICATE OF ANALYSIS Tol 1 +81 88366 56001-02
CEPTUO®UKAT AHAJIU3A woen driediys.com
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (KeTopoJak) TabaeTku, AucneprapyemMsle B moJaoctd pra, 10 mr
Market / PoiHok :Russia / Poccust
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne £ VAS0eo0 O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002697987 Date of Analysis / . 20102024
AHajHTRYECKHI oTUeT No JlaTa ananunza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JaTta npon3BoacTBa I'open 10
Mfg. License No. / . .
IIpon3BoACTBEHHAS : MNB/05/263 BIASIEmbery) g SI-NE(004662)5(ET=
Homep PY RU)
JuIeH3us Ne
Analysis performed according ND: / Ananus npoeeaen nmo HJI: JIII-Ne(004669)-(PI'-RU)-190224
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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.
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».

3akiroueHne 0 cooTBercTBun: «HacToAIMM s1 HOATBEPXKIAl0, YTO IIPUBE/ICHHAS BhIIIE HHPOPMALUs ABIACTCS
JOCTOBEPHOU W TOYHOH. DTa cepHs MPOAYKIHH IpOH3BeAeHAa (BKIOYAs yNaKOBKY (MapKHpPOBKY) H KOHTPOJb
KayecTBa) Ha BBIIEYKa3aHHOW = IPOWU3BOJCTBEHHOH IIOIMaAKe (IJIOMIAJKaX) B IIOJHOM COOTBETCTBHM C
TpeboBanusMu [IpaBmir HaTIeKAIEH TPOU3BOICTBEHHON MPAKTUKH EBpa3uiickoro 5KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiOps 2022) 1 TpeGOBaHUAMYU KOHTPOJIS KAYECTBA JIEKAPCTBEHHEIX CPELCTB,
a TaKXe B COOTBETCTBHUH CO CIEIUPHUKAIUAMHE, COACPXKAILUMUCA B PETUCTPAIIHOHHOM JIOChE CTPaHBI-UMIIOPTEpPA.
3amucH Mo MpOU3BOJICTBY, YIIAKOBKE U aHATH3Y IIPOBEPEHBL, ¥ YCTAaHOBJIEHO UX COOTBETCTBHE TpeboBanuaM [Ipasun
HaJUTeXallei Mponu3BOoACTBEHHON NpakTUKH EBpazniickoro 5SKkOHOMHYECKOIO COK03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilponykr cootseTcTBYET Tpebosanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Monroroeneno: Santosh Kumar [Tpoepeno: Pawan Kumar OnobpeHo: Menemxkep / PykoBoaurens
Maurya @TA () = Amit Kumar /X( ;
Reprint Date / Reprint Date /' Reprint Date/
Hara: 29.10.2024 Jara: 29.10.2024 Jarta: 29.10.2024
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