Dr.Reddy’s Qf'

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoyxr: Keropoa” 3xenpece (keToposax) Tabaericn, ANCHEprupyembie B 10J10¢TH pra, 10 mr

——Clls

Market / Ppinox :Russia / Poccns

Batch No / ) Batch Quantity / . 3600000 tab /
Cepna Ne By O6Bem cepun " 3600000 Ta6
Analytical Repovrt No/ . 040002709631 Date of Analysis / - 20.10.2024
AnaanTiyeckni oryer Ne Jara anasmza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
Jata npoussoacTea T'onen xo

Mfg. License No. /

IIponssogcreennasn : MNB/05/263 }I\il b nur;:;er. d : gg)_N'(OM“'g) ~(PT-
Jaanensua Ne : omep

Analysis performed according ND: / Ananus nposenen no HI: JITI-N2(004669)-(PT"-RU)-190224

Pagelof9/Crp.1m39

Specification / Hopma

2 Identification /_I/luem‘uqm KaLKs

=
I}f Test / [lokasareib Results / Pesyabtats!
S| Description / Omiicarue Light yellow round flat beveled

tablets with "|" debossed on one

side. / Kpyrasie nnockue
TabneTkH ¢ dackoit, cBETIO-
XKENTOTO UBETA ¢ IPABHPOBKOMH
«l» Ha oMo CTOPOHE.

Light yellow round flat bevcied tablets
with "[" debossed on one side. / Kpyransle
wiockue Tabnetku ¢ Qackoll, cBeTno-
HENTOro IBera ¢ rpaBHpOBKOH «» Ha
OZIHOM CTODOHE.

Ketorolac / Kemoporax

Complies / CooTBETCTRYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cnekTpel NOLOMWEHHA

MCOBITYEMOTO  PacTBopa W pacTBopa
craHaapTHoro  ofpasua  KeTopoJsiaka
TpoMeTaMHHa DNOIKHDI HMETh

MaKCHMYMbl TIpH OZHOMH ¥ TOW e IMnHHe
BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/

INpumeuanue: [Tpoaykr coorsercTBYeT Tpebosanusam HI

Conclusion : APPROVED /
Zaknwouenne: OJOBPEHO

Prepared by /
IToprotoeneno: Santosh Kymar
Maurya (S

Reprint Date /
Jara: 29.10.2024

Checked by /
Iposepeno: Pawan Kumar

Reprint Date/
JTara: 29.10.2024

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonurens
Amit Kumar fl\ il

Reprint Date /
Jara: 29.10.2024




Do
Dr.Reddy’s Q;e

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIA3A

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keToposax) TabreTkn, ANCTEPripyevble B NOIOCTH pia, 10 Mr

Market / Poiaok :Russia / Pocchs | =
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne SN O6nem cepun ' 3600000 Tab
R pe e 040002709631 e it ol 074
AuagurTngeckiii oraer Ne HaTa auaausa
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JlaTa npou3BOACTBA Togen mo
Mfg. License No./
| Npoussoncraennas . MNB/05/263 MA number: / HENTR(OUSC )BT
Homep PY RU)
auyeasus Ne ——

Analysis performed according ND: / Anasmm3 nposenen no HJI: JIT-Ne(004669)-(PT-RU )-190224

Page2of9/Crp.2 u39

No

N Test / IToxkazaTens

Results / PesynbTaTthl

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). / Bpema ynepxuBauus
OCHOBHOrO [MHMKa Ba XpoMaTorpamMme
HCTILITYEMOIO pacTsopa [NIOJHKHO
COOTBETCTBOBATH BDEMEHH YIEePKUBaHHA
OCHOBHOIO [MKa Ha XpomaTorpamme
pactsopa CTaHIAPTHOTO obpasua
KeToponaka  TpomeramMHa  (pasnmen
«K0/IU4ECTBEHHOE ONIPEACNICHUEY).

Remarks : The Product conforms to ND/

IIpumeuanue: I[Ipogykr coorsercTyet Tpebosanusm HII

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /

Checked by /
Tposepeto: Pawan Kumar

Approved by: Manager/Executive /
Onobpeto: Menemxkep / PykosoauTens

Ioarorosneno: Santosh Kymar

Maurya ‘g 4‘#:; Amit Kumar S
SN - = L T o
Reprint Date / Reprint Date / Reprint Date / »

Iara: 29.10.2024 Jara: 29.10.2024 Nata: 29.10.2024




S
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ponyxr: Keropoa® Jxenpecc (keroposiak) Tabaerkn, ycneprupyevbie B nosocrs pra, 100mr

Market / Po1HOK :Russia / Poccus
Batch No / 3 Batch Quantity / 3600000 tab /
Cepus Ne Ry2402219 - | OBnem cepnn 3600000 Ta6
Analytical Repourt No/ - 040002709631 Date of Analysis / . 29.10.2024
| AHanHTHYeCKHIT oTyeT No JaTa anannia
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026
Jata npouszBoncrea T'ogen go
Mfg. License No. / "
IpoussojcTBennan : MNB/05/263 DAL TG o ORI CA- LS
Homep PY RU)
JHueH3ns Ne -

Analysis performed according ND: / Auanus npone_.u.c_u no HJI: JII-Ne(004669)-(PT-RU)-190224
 Page3of9/Cip.3 w39

l}f Test / [lokasarens Results / PesyapraTtsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
bymuncudpoxcuanuson ' butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by (he retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution {*Butylhydroxyanisole
content" section). / Bpemena
yIoepXuBaHns {IMKOB
2-6yTHIrMAPOKCHAHN30a "
3-6yTunryapoKcHaHU3oNa Ha
XpOMATOTpaMMe MCMBITYCMOTO PacTBOpa
NOMKHLI  COOTBETCTHOBATH  BPEMEHAM
yAepXKIIBaHUA N1KOB
2-GyTUNTHAPOKCHaHH30Ma H
3-6yTIUICHIPOKCHAHH3 0N Ha
XpOMaTorpaMMe pacTBopa CTaHIapTHOro
o6pasiia GyrHnriapoxcHauu3ona (pasaei
«Conepxanue
OYTUIrHAPOKCHAHH30IaY). ;

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

TIpumeuanue: [Tpoaykr coorBeTcTRYET TpeGopanuam HJI 3akawuenne: OJJOBPEHO

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

IoprorosneHo: Santosh Kumar Iporepero: Pawan Kumar OpnobpeHo: Menemkep / Pyxosonuresns

Maurya @ - Amit Kumar R

23 /;L /\c’/
Reprint Date / Reprint Date / y Reprint Date /
Jara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024




. "
Dr.Reddy’s Q}.’

CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJM3A

Product : Ketorol E_xplas_(ketorolac) Orally Disintegrating Tablets 10 mg A
__l'_I_E)_qy_lc:lLI_CeTopon‘9 Dxcnpecc (KeTopoiak) TabaeTKH, AHCIeprHpyeMble B 0JOCTi pTa, 10 Mr

Market / Poinox :Russia / Poccus
Batch No / Batch Quantity / ~ 3600000 tab /
Cepust Ne VDAL O6Bem cepin * 3600000 Tab
Analytical Repovrt No / - 040002709631 Da.t.e of Analysis / . 20.10.2024
AxanuTHyeckHit oT9eT Ne Mdara ananuia o
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa npou3eoacTBa Toxen go _ |
Mfg. License No. / .

' ITpoussoacTBEeHHAs : MNB/05/263 Lk nur_r)nber./ 2 JIH'N‘(OM“())_(PF'

Homep PY RU)
| aHOensust No -

Anmnalysis performed according ND: / Anajau3s nposejien

mo HJI; JITI-Ne(004669)-(PI-RU)-190224

Paged4 of 9/Cip.4u39

i? Test / [TokazaTenn Results / Pe3ynsTaTnl Specification / Hopma
3 Average weight / Cpeansas 68.7 mg/ 68.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)_.7
mMacea ] O 67,2 mr 1o 72,8 Mr (70,0 Mr £ 4,0 %).
Complies / CooTBeTcTRYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
ORHOpPOAHOCTL MACChI 2/20 tablets - not more than £ 20 %. /
18/20 Tabnerox — He OGonee + 10 %;
2/20 Tabnetox — He Oonee = 20 %.
4 Disintegration time / 00 min 58 sec / 00 mMuH 58 cek Not more than 3 min. / He 6onee 3 muu,
Pacnapaemocthb
5 Dissolution / PactBopcHite Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
—_ . Cy5H;3NO3+C4H (| NO3 (ketorolac
Unit-2 / Ta6n-2 100 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 100 % 75% Q CisH3NO3*C4H11NO3
. : (keToponaka TpoMETaMHUH) uepe3 15 MHH.
Unit-4 / Ta6n-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Ta6n-6 100 % J

Remarks : The Product conforms to ND/
ITpumeuanne: [IponykT cooTBeTcTBYET TpeboBarmnam HJI -

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Santosh Kumar ITposepeHo: Pawan Kumar Ono6peno: Mernemxep / PykoBoautesns
Maurya { li Amit Kumar S\
Reprint Date / Reprint Date/ Reprint Date / :

Hara: 29.10.2024 Hara: 29.10.2024 Jata: 29.10.2024




. "
Dr.Reddy’s Q?P

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disinteg;agng Tablets 10 mg

Market / Perox

IIpoayxr: Keropoea® Dxenpece (keTopoaax) TabaeTkn, Jcnepriupyemic B H010CTH pTa, 10 Mr

:Russia / Poccrs

| sunen3ua Ne

Batch No / \ Batch Quantity / 3600000 tab / =
Cepnra Ne A O6bem cepun 3600000 Tab |
Analytical Repovrt No / - 040002709631 Date of Analysis / . 29.10.2024

| AHaanTH4eckHH oTuer No Jara aHasiusa L
LB EL E TSI . 10/2024 LB e . 09/2026

Jata npon3BoacTBa I'oxen o0
Mfg. License No. / . —]

_ MA number: / . JITI-N2(004669)-(PT -

IIpon3eoacrBennas MNB/05/263 Howmep PY " RU)

L,ﬂl_lysis_performed according ND: / Aan3 npoBejen 1o HII, JII-Ne(004669)-(PI'-RU)-190224

Page Sof9/Cip. Sz 9

Results / PesyabraThl

No Test / Noka3zaTens
Ne -
6 Particle size distribution /

Hducrepenocts

Complies / COOTBETCTBYET

" A uniform suspension passing through a

Specification / Hopma

710 pm sieve is formed. / O6pazyeTcs
OIIHOPOHHasA CYCTEH3HA, NPOXOMsias
CKBO3b CHTO C Pa3MEPOM OTBEPCTHH
710 MrM.

7 Impurities / llpumecu

1-hydroxy analog of
ketorolac: /
1-rnppoxcuananor

Below LOQ (LOQ = 0.0032 %)
/ Huxe npenena
KOJJHYECTBCHHOIr'0 ONpeacnCHHUA

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

CoaepkaHHe BOIbI

KeToponaka (TIKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %; / He 6onee 0,8 %o,
1-keToaHanor keTopoiaka 0.04%
unidentified impurity / not more than 0.5 %; / He 6onee 0.5 %,
eaMHUYHas 0.01%
HeueHTHHLHpOBaHHAS
npumech
total impurities / B T01% not more than 1.0 %. / He Gonee 1,0 %. |
CymMMa IpHMecel

8 Water content / 33% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/ Couclusion : APPROVED /
INpumedanwe: [TponykT cooTseTcTByet TpeboBanuam HJI 3akniouenne: OOBPEHO
Prepared by / : Checked by / Approved by: Manager/Executive /
INoarorosneno: Santosh Kumar [TpoeepeHo: Pawan Kumar Onobpeno: Menemxkep / Pykosoauress
Maurya / 7 Amit Kumar -

Y v P JM /
Reprint Date / Reprint Date / ! Reprint Date / .
Jara: 29.10.2024 Jara: 29.10.2024 Hlarta: 29.10.2024




Dr.Reddy’s Q;“

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

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

Hpoayir: Keropon® Ixenpece (KeTopoak) TabJerkin, Aucneprapyembie B HOJ0CTH pTa, 10 mr B
P prap —

:Russia / Poccus

————

Market / Peinok woll

Batch No / ] Batch Quantity / _ 3600000 tab /

Cepus Ne 1.V2402217 O6nem cepin * 3600000 Tab

Analytical Repo‘f't Neo/ . 040002709631 Date of Analysis / . 29102024

AHanuTRueckHii oTueT Ne [dara aHaaM3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara npon3sojcTia I'osen 1o §

Mfg. License No. / ] o _

IlpouzBoacTBCHHAA : MNB/05/263 MA pumber: / - JII-N2(004669)-(PT-
Homep PY RU)

Jauenzun Ne

“Analysis performed according ND: / Anamms nposexen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 6of 9/ Crp. 6 m39

[
NNoo Test / [lokazaresnb { Results / Pe3yabTaThbi Specification / Hopma
9 | Residual solvents / OcTaTo4HbBIe OpranHYecKHe PaCTBOPHTEIH o .

Isopropyl alcohol / 7 ugftab/ Not more than 350 pg/tab. /
H3zonponagon 7 mxr B TabneTke He 6onee 350 Mxr B TabeTke.

10 | Microbiological purit_y*/TV[nKpoﬁuonorwleclcaﬂ yucTroTa*
Total Acrobic Microbial NA not more than 10° CF[_Jfg, T __
Count / obuiee uucio He 6onee 10° KOE/T;
a’po6HBiX MUKpO-
OpraHu3MoB
Total Combined Yeast and NA not more than 10° CFU/g; /
mold count / o6ee uncio ge 6onee 10° KOE/T;
ZAPO3KEBBIX U TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 grarn. /

OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 4.8 Acceptance value (4¥) not more than
OnHopoaHoCTh 15.0 oxkazatesis npueMaeMocTs (AV)
JIO3NPOBAHHBIX eANHIL nomxen 6uiTh He Gonee 15,0.

Remarks : The Product conforms to ND/

Ipumesanne: Hpoaykt coorsercrayer Tpebopanuam HJI

Conclusion : APPROVED /
Barmouenne: OJJOBPEHO

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

ToarotosneHo: Santosh Kumar TposepeHo: Pawan Kumar Ono6peno: Menemxep / Pykosonureiie

Maurya ( : Amit Kumar G
4— [her

Reprint Date / Reprint Date / Reprint Date / N

Jata: 29.10.2024 Harta: 29.10.2024 Jara: 29.10.2024




Dr.Reddy’s ‘;."

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AIHAJIM3A

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

poaykr: Keropoa® 3xkenpece (keToponak) Tabnerks, AncneprupyeMsie B NOM0CTH PTA, 10 mr
P D)

Market / Pruitiox :Russia / Poccua

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne Ry O6rem cepnn " 3600000 Tab

Analytical Repourt No/ - 040002709631 Date of Analysis / - 29.10.2024

AvanuTayeckHii oTueT Ne JaTa anaiza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jlata npon3BoacTBA T'ozen o

Mfg. License No. / - i

TIpoH3BOACTBCNHAR . MNB/05/263 MRS | LR IR S
Homep PY RU)

Jnuensns No

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

Page 7of 9/ Cip. 7Tu3z 9

No

No Test / IToka3zaTens

Results / PesyasraTh

Specification / Hopma

12 Assay / Konn4decrBennoe
onpeaesenye

10.0 mg/ 10.0 mr
(99.7 %)

From 90mg to 11.0 mg of
C1sH3NO;+C4H 1 1 NO3 (kctorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 Mr C1sH3NO;3*C4H 1 1NO3
(xeTopomaka TpoMmeTamuH) (ot 90,0 no
110.0 % OT 3asBNGHHOrO KOJHYECTBa) B
TabneTke,

13 Butylhydroxyanisole
content / ConepxaHne
OyTHMAIHOPOKCHAHH30J12

0.0962 mg/tab /
0.0962 mr B TabneTke

Not less than 0.042 mg/tab. /
He meHee 0,042 mr B TabneTke.

14 | Package description/
Onucanye ynaxkoBxi

10 tablcts in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
tnucrepe w3z (TTA/ATINTIO ¢
snaromornoturenem/TI3BIT)
donery // (II/AIT) poneru. ITo
2 6aucTepa BMECTE € JINCTKOM-
BKJ1aIblLIEM B nauky
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PL with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTox B
Gnucrepe u3 (ITA/AJIITD 8
snaronornotureneM/II9BIN)  ¢onern //
(I123/AJ1) donern. o 1 unu 2 Gnucrepa
BMCCTE ¢ JINCTKOM-BIJIAIbILIEM B I1A9KY
KapTOHHYIO.

Remarks ;: The Product conforms to ND/

Tpumeyanue: IIponykt coorsercreyeT Tpebosanram HJY

Conclusion : APPROVED /
3axmouenwe: OJOBPEHO

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

[Moxrotosnexo: Santosh Kumar Ilposepeno: Pawan Kumar Onobpeno: Menemxep / Pykosonurens

Maurya / Amit Kumar , e
ury: Lﬁ 4 I;\(,— \/

Reprint Date - | Reprint Date / Reprint Date / ,

Jlara: 29.10.2024 TMara: 29.10.2024 Hara: 29.10.2024




_ -
Dr.Reddy’s ‘;‘
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TMponyrr: Keropoa® Ikenpece (keroponak) Tabnerky, AUCHEPIHpYeMbie B 1I0J0CTI T3, 10 mr
Market / Poiiok :Russia / Poccus

Batch No / A Batch Quantity / _ 3600000 tab /
Cepna Ne g 2Rl O6nem cepun " 3600000 Ta6
Analytical Report No / . 04000270963 1 Date of Analysis / . 90.10.2024
Ananutuueckuii orser Ne ' g ; JlaTta anannza i

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
Jata nponsBoAcTBA i Tojxen a0 j

Mifg, License No./

IIpouzBoaCTBEHHAR : MNB/05/263 oA noGIsa , JII-Na(004669)-(PT-

Homep PY RU)

Jgunensnsa Ne

Analysis performed according ND: / Ananaus nposegen no HJL: JITI-No(004669)-(PT-RU)-190224

Page 8 of 9/Crp. 813 9

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

* [Ipu BbINycKe NeKapcTBEHHOr0 APENapaTa KONTPOL KAYeCTBa Mo nokasaTento «MukpoGuosoruyeckasn
uHCTOTaY MPOBORNTCS MINIA Kaxmoii 20-0ff cepry, HIM ANs OQHO CEPHA B [OJl, B 3aBACHMOCTH OT TOT0, HTO

HacTynUT paHbllle.

API name / Haumenosanune ADC; Ketorolac tromethamine / Ketoponaka TpoMeTaMuyk
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ] ABRE007412
Homep cepyu NPOHIBOAHTENS ADC:
FP Manufacturer API Batch number /
Honmep cepun cyOcTanIHH MPOM3BOANTENA FERAQ00458
TJ®: ;
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
INpoussogurens ADC, crpana: JI-p Pepny'c JlaBopatopuc JIta., Unous
Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /
HanmeHOBaHMe, A/Ipec, JJHLUEHINA JJIA I-p Penawn’c JlaGoparopuc JItn., Unaus, [IponussoacTBeRHOE
IIpon3BoacTBeHHan naomanka / Ilaomaaka nozapasnesienne-6, Bumn. Kxons, Hanarapx Poyn, banau, AuctpukT
KOHTPOJIst KadecTna / Ilmomaaka BeImycKa Conan, X.II., 173205, Uanns (nuuenszus nomep MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: [ponykr coorserceyer Tpebosannsm HIT 3axaodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosnexo: Santosh Kumar [TpoBepeno: Pawan Kumar Onobpeno: Menemiep / Pykosoantens
Maurya f& Amit Kumar -
J ==
Reprint Date / Reprint Date / Reprint Date / _
Jara; 29.10.2024 Jara: 29.10.2024 ‘ Jara: 29.10.2024




- . ..
Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTI3IA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
TIpoaykr: Keropon® Jxenpece (KeToposrak) Tabierk, ucneprupyessie B nogocru pra, 10 mr

Market / Poisiok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne R Ob6bem cepus " 3600000 Tab

Analytical Repo“rt No/ . 040002709631 Date of Analysis / . 29.10.2024
Ananuruyeckui oraer Ne JaTa ananHia

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

JlaTa npon3BoAcTBA I'omen no -

Mfg. License No. / . . it
TIponssoxcTaennas . MNB/05/263 MA number: / p e QUEEER)S (B

; Homep PY RU)
aHueH3nA Ne
Analysis performed according ND: / Auanns nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 9 of 9/ Ctp. 9 13 9
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».

JaKJ0YeHHe 0 COOTBeTCTBHH: «HACTOSIMM 5 HOATBEP: A0, YTO NPUBEACHHAS BBIIE HHQOPMAUMS ABJISETCS
JOCTOBEPHOM ¥ TOYHOH. DTa cepHsi IPOAYKIHH NPOM3BENEHA (BKIIOYas YIaKOBKY (MApKHPOBKY) M KOHTPOIE
KauecTBA) HAa BHINEYKA3aHHOH NPOW3BOACTBEHHOH InOmanke (TIOIIaAKax) B IIOMHOM COOTBETCTBHM C
Tpebopannsmu [IpaBHI HaJUIeXalleH MPOM3BOICTBEHHOH MPAKTHKH EBpasHiiCKOro dKOHOMHUYECKOTO COI03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTabps 2022) u TpeboBaHUSIMH KOHTPOJIS Ka4eCTBA JIEKAPCTBECHHBIX CPE/ICTB,
a TaKXe B COOTBETCTBHH CO CIEIHGUKAIAIME, COACPIKAUIUMUCS B PETHCTPALTHOHHOM JOChE CTpaHbl-MMIIOPTEpa.
3amucH TI0 IPOK3BOJICTRY, YIIAKOBKE H aHATH3Y POBEPEHBI, ¥ YCTAHOBICHO HX COOTBETCTBHE TpeboBaHMsM I1pasu
HaZJIeXAaIIeH IPOM3BOACTBEHHON TIPakKTHKK EBpasHiCKOro 59KOHOMHYECKOTO COI03an.
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