Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkcnpece (keToposak) TabaeTku, AucneprapyeMbie B 10J0cTH pTa, 10 Mmr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepun Ne - V2402091 O6Bbem cepuu " 3600000 Tab
Analytical Repovrt No/ - 040002695797 Date of Analysis / - 19.10.2024
AHajnuTHYecKHI oTyeT Neo JlaTa anaam3a
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jara nponspoacrea T'ogen no
Mfg. License No. / . .
IpoussoacTBenHas : MNB/05/263 MA number: / g JIT-No(004669)-(PT-

Homep PY RU)

Junen3ua Ne
Analysis performed according ND: / Awanuns nposener no H/L: JITI-Ne(004669)-(PT-RU)-190224

Pagel1of9/Crp.1 139

iﬂo Test / [loxasaTenn Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "[" debossed on one with "[" debossed on one side. / Kpyrisie
side. / Kpyrable mnockue miockue TabneTkn ¢ Qackoif, CBeTNO-
TabneTky ¢ $ackoii, ceeTio- HKENTOro 1[BETa C rpaBUpPOBKOI «I» Ha
XKEJITOro UBETA ¢ IPABHPOBKOMH OIIHOH CTOpOHE.
«I» Ha OIHOM CTOPOHE.
2 Identification / UaenTudukauus
Ketorolac / Kemoponax Complies / CoOTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cniekTpbl NOCIOLIESHHS
UCOBLITYEMOrO pacTBOpa M pacTBopa
CTaHIapTHOro  obpasna  KeToposaka
TPOMETaMUHa DOJDKHBI UMETh
MaKCHMYMBI NIpY OAHOM U TOM e IJIHHE
BOJIHBI (£ 2 HM).
|
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykT coorBeTcTBYET TpeboBaHmsaM H/J 3akmouenne: ONOBPEHO
Prepared by / y Checked by / Approved by: Manager/Executive /
Ioarororneno: Pravesh Rana/ IMpoeepeno: Santosh Kumar | Opobpeno: Menemkep / PykoBonutens
prd Maurya @L— Amit Kumar Ca-
. j_d- * j\(‘/
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.10.2024 Tara: 19.10.2024 Jara: 19.10.2024



Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa® Ixenpecc (keTopoJak) Tabj1eTKH, AMCHEPrUpyeMble B H0.J10CTH pTa, 10 Mr

Market / Ppivok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne £ V2402001 O06nbeM cepun " 3600000 Tab

Analytical Repovrt No/ - 040002695797 Date of Analysis / . 19.10.2024

AHanuTHYecKHi oTyeT No JaTa anasm3a

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

JaTa nmpou3BoJacTBa T'ogen no

Mfg. License No. / . .

IIponzBoxcTBEeHHAs : MNB/05/263 B nongher: £ g; ST (BOAS0) (BT =
Homep PY RU)

JHnen3us Ne

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

Page2 of 9/Crp.2 39

No
No

Test / [Toka3aTennb

Results / PesyasTaThl

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 ynepxuBanus
OCHOBHOrO MHKa Ha XpoMaTorpamme
HCMBITYEMOTO pacTropa JOJIKHO
COOTBETCTBOBATH BPEMEHH YIEPKHUBaHHUL
OCHOBHOTO IMKa Ha XpoMmarorpamme
pactBopa CTaHAapTHOTO obpasua
KeTopoiaka  TpOMeTaMHHa  (pasgen
«KonMyecTBEHHOE OIpee/ICHHEY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykt coorseTcTByeT Tpebopanusam HJI 3axawuenne: OJJIOBPEHO
Prepared by / y Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rang/ IMposepeno: Santogh Kumar | Omobpeno: Menemxep / PykoBoaurens

Maurya gg Amit Kumar s

j\(_“ Syt

Reprint Date / Reprint Date / Reprint Date/
Hara: 19.10.2024 Hara: 19.10.2024 JlaTta: 19.10.2024

Regizterad Gifipe: 8-
Tel =21 40 450

2-337, Road Mo, 2

Banjara Hills, Hydarabad

P IGBAPLCO04507

wianwdrreddys.acem

- 500034, Telangana, Indis

04800 2929, Email maill@direddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® xcnpece (KeTopo.iak) TadieTKH, AMCHEPTHpPYeMble B IOI0CTH pra, 10 Mr

Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepusi Ne E V2402001 O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002695797 Date of Analysis / . 19.10.2024
AHanuTHueckuil oTyeT No JlaTa ananuza ;
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JaTta npon3BoacTBa I'ogen po
M. License No. / , MA number: / . JITI-Ne(004669)~(PT-
IIpousBoacTBeHHAas! : MNB/05/263 :

Homep PY RU)
JHuneH3ns Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JII-Ne(004669)-(PT'-RU)-190224

Page3 of 9/ Crp.3 u39

1;00 Test / IlokazaTennb Results / PesyabTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuncudporcuanuzon 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
yJepXUBAHUSA TTHKOB
2-0yTUNTHAPOKCHAHU30TIA u
3-0yTHITHIPOKCHAHH30TIa Ha
XpoOMaTorpamme HCIBITYEMOrO pacTBopa
JOJDKHBI  COOTBETCTBOBAaTb  BPEMEHAM
yIEpXKMBAHUS TIHKOB

2-0yTIWIrMIPOKCUAHN30Ja 1
3-0yTIWIrHIPOKCHAHH30TIa Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHOIO
obpazua OyTHITHAPOKCHaHU30Ma (pas3ien
«ConepxaHue

Oy THATHIPOKCHAHH30J1a»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpogykr coorseTcTByeT TpeOboBanusam HJI Saxniouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrortoeneno: Pravesh Rana I[Mpoeepeno: Santosh Kumar | Ono6peHo: Menemxkep / PykoBoaurenb
Maurya Amit Kumar L

i = > [
Reprint Date / Reprint Date / Reprint Date / )
Hara: 19.10.2024 Hara. 19.10.2024 Hara. 19.10.2024
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Mponykr: Keropon® Fxenpece (keTopoiak) rabaerk, Jucneprapyevpie B noJiocTy pra, 10 mr
Market / Poinoxk :Russia / Poccus N
Batch No / . V2402091 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Repovrt No/ . 040002695797 Date of Analysis / . 19.10.2024
AHanuTHUeCKHIT oTyeT No Jlara anaausza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jata npousBoacTsa T'oxen no
eGSR 0 _ MA number: / . JIII-Ne(004669)~(PT -
IIpousBoacTBeHHasn : MNB/05/263 :
Homep PY RU)
JHnensust Ne

Analysis performed according ND: / Auann3s nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Paged4 of 9/ Crp. 4 m3 9

NNg Test / [lokazaTean Results / PesynbTathl Specification / Hopma
3 Average weight / Cpennsis 69.7 mg / 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr no 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOPOAHOCTH MACChI 2/20 tablets - not more than = 20 %. /
18/20 Tabnerok — He Oonee =+ 10 %;
2/20 tabnerok — He 6onee + 20 %.
4 Disintegration time / 0 min 45 sec / 0 MiH 45 cex Not more than 3 min. / He 6onee 3 MiH.
PacnapaemocTb
5 Dissolution / PacTBopeHne Unit-1/ Taba-1 100 % Not less than 75% (Q) of
. CisH13NO3*C4H 1 1NO;3 (ketorolac
Unit-2 / Tabn-2 99 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 98 % 75 % Q) CisH13NO3+C4H 1 1NO;3
. (keToponaka TpomeTaMiR) yepe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Taba-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanue: [Ipoaykrt coorsercTBYeT Tpebopanusam HJT 3axiarouenne: OJOBPEHO
Prepared by / 7 Checked by / Approved by: Manager/Executive /
[MonrotorneHo: Pravesh Rana/ [posepeno: Santosh Kumar | Ogo6peno: Menemxkep / PykoBoaurens
o 7, Maurya tﬁ Amit Kumar N
i — /XK‘ "
Reprint Date / Reprint Date / Reprint Date / v
Hara: 19.10.2024 Hara: 19.10.2024 Jara: 19.10.2024
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

Mpoaykr: Keropoa® Dxenpece (keTopoJiak) TabjieTKH, JHCHEPrupyemMple B MOJOCTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepua No § V2402091 O6bem cepun " 3600000 tab
Analytical Repourt No/ - 040002695797 Date of Analysis / . 19.10.2024
AHanuTHYecKHi oTuer No JlaTa anannza
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
HJara npousBogcTBa Toaen xo
i Toicense RO/ | MA number: /  JITI-Na(004669)-(PT -
IIpousBoacTBeHHAN : MNB/05/263 :

Homep PY RU)
Janen3us Ne

Analysis performed according ND: / Anasus nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

PageSof 9/Crp.5u3 9

1;.? Test / IlokazaTennb Results / PesyabTaThbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
AucnepcHocTb 710 um sieve is formed. / OOpa3syercs
OJHOPOJHAs CYCMNEH3UA, NpoXoasuas
CKBO3b CHTO C pa3MepoM OTBepCTHii
710 MKM.
7 Impurities / [Ipumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / e 6onee 0,5 %;
ketorolac: / / Huxe npenena
1-runpokcHaHanor KOJIHYECTBEHHOTO ONpeaCHeHU
KeTopoJlaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %; / ne 6onee 0,8 %,
1-KeToaHanor KeToponaka 0.05%
unidentified impurity / not more than 0.5 %; / ne 6oinee 0,5 %;
eIMHUYHas 0.01%
HeHJeHTHGULIUPOBAHHASL
npUMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa npumecen
8 Water content / 32 % Not more than 7.0 %. /
ConepxaHue BoJbl He Gonee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpogykT coorBeTcTBYeT Tpeboanusam HJ{

Conclusion : APPROVED /
3axnwuenune: OJOBPEHO

Prepared by / i Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Pravesh Ran/af-" IMTposepeno: Santosh Kumar | Onobpeno: Menenxep / PykoBoautens
/ Maurya Amit Kumar L\
— [
Reprint Date / Reprint Date / Reprint Date / '
Hara: 19.10.2024 Hara: 19.10.2024 Hara: 19.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa®™ Dxenpece (keropoaak) TabieTkn, AHCTIEPrHpPYeMble B IOJOCTH pTa, 10 mr

| Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne s V2402091 O6beM cepuu " 3600000 Tab
Analytical Repourt No/ - 040002695797 Date of Analysis / . 19.10.2024
AHajnTHYeckHuii oTueT No JlaTa ananunza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JlaTa npomsBoacTBa I'ogen go
Mfg. License No. / . .
ITpousBoacTBeHHAst : MNB/05/263 MA pumber: / : JUI-Ne(004669)-(PT-

Homep PY RU)

JaHuensust Ne

Analysis performed according ND: / Anasu3s nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Ctp. 6 13 9

i.? Test / IlokazaTesan Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHM4ecKue pacTBOPUTEH

Isopropyl alcohol /
H3zonponanon

11 pg/tab/
11 mkr B TabneTke

Not more than 350 pg/tab. /
He 6oiiee 350 Mxr B TaONeTKE.

10 Microbiological purity*/ MuxpoGuoJsioruueckas yucTora*

OaHOpoaHOCTH
JO3HPOBAHHBIX €ANHHLL

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob1uee yucno He 6onee 10° KOE/T;
a’poOHBIX MHKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / 0b1nee yucno He 6onee 10° KOE/T;
JPOMOKEBBIX U IUTECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity of dosage units / 4.6 Acceptance value (4¥) not more than

15.0 Tloxa3zatens npuemneMocTu (AV)
nomkeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/
[Ipumeuanue: [IponykT cooreercTByet TpedoBanusam HJJ

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / 4
ITonrororineHo: Pravesh Ran;/

= o

Checked by /
ITposepeno: Santosh Kumar
Maurya

S
-

Approved by: Manager/Executive /
Onodpeno: Menemxep / Pyxopogurens

Amit Kumar . S
P

Reprint Date /
Hara: 19.10.2024

Reprint Date /
Jara: 19.10.2024

Reprint Date /
Hara: 19.10.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3ZA

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

Hpoaykr: Keropoa® Ikcnpece (keToposax) TabaeTk, ANCHEPrupyeMbie B 10J0CTH pra, 10 Mr

Market / Peinok :Russia / Poccus -
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne V2402001 O0bem cepnn " 3600000 Tab
Analytical Repourt No/ - 040002695797 Date of Analysis / . 19.10.2024
AHanuTHUYeCKHH oT4eT No Jlara ananusa
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jara npou3BoACTBA Toxen a0
plisalicenseiior / _ MA number: /  JIMI-No(004669)~(PT -
IponszBoacreeHHast : MNB/05/263 H

Homep PY RU)
aunenzus Ne

| Analysis performed according ND: / Anasns nposexen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 7 0of 9/ Crp. 7 u3 9

OnucaHue yNakoBKH

(PA/AL/PE with
desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6mucrepe w3z  (ITA/AJITID ¢
Bnaronornoturenem/[1DBIT)
doasru // (ITS/AJT) donsru. Ilo
2 Gnuctepa BMeCTe C JIUCTKOM-
BKJIABIIIEM B na4yKy
KapTOHHYIO.

NNOO Test / IlokazaTeab Results / Pe3ynbTaThbl Specification / Hopma
12 Assay / KosinuecTBeHHOE 10.0 mg/ 10.0 Mmr From 9.0 mg to 11.0 mg of
onpeaesieHue (99.5 %) CisHi3NO;+C4H  (NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
1 1,0 Mr C15H|3NO3’C4H1 1N03
(ketoposnaka TpoMeraMmuH) (oT 90,0 g0
110,0 % OT 3asABJEHHOrO KOJNHYECTBA) B
TabneTke.
13 Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0955 mr B TabneTke He menee 0,042 mr B Tabnetke,
Oy THWJITHAPOKCHAHU30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTok B
6nuctepe u3 (TTA/AJIVITD c
srnaronoriaotuteaem/[19BIT) donwru //
(T13/AJ1) doneru. Mo 1 unu 2 6auctepa
BMECTE C JIUCTKOM-BKJAJbIIIEM B IAUKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykTt coorBercTBYeT TpeboBanusM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / .
IToarorosneno: Pravesh Rana//

Checked by /
IIporepeno: Santosh Kumar

/ / Maurya

Approved by: Manager/Executive /
Onob6peno: Menepkep / Pykopogurens
Amit Kumar

e

Reprint Date /
Hara: 19.10.2024

Reprint Date /
Hara: 19.10.2024

Reprint Date /
Jara: 19.10.2024




Dr.Reddy’s ‘:‘,’0

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Ipoaykr: Keropoa® Jkcnpece (keropoak) TabjieTkH, AMCIIePrupyemMble B H0J10CTH pra, 10 Mr
Market / Prinok - :Russia / Poccus

Batch No / X Batch Quantity / 3600000 tab /
Cepusn Ne i MZARET O0Bem cepuH " 3600000 tab
Analytical Repovrt No/ - 040002695797 Date of Analysis / - 19.10.2024
AHajnTHYecKHi oTueT No Jlara anaausza

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JlaTa npou3BoaCTBa I'ogen mo

Mfg. License No. / . ,
ITpousBoacTBEHHAS : MNB/05/263 RIS § 7 A 400 (TS

Homep PY RU)

JuneHzus Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

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.
* [Ipu BbINYCKe JIEKAPCTBEHHOTO NPeNnapaTa KOHTPOJIbL KauecTBa Mo nokasarento «MukpoOuojornieckas
YUCTOTa» MPOBOAUTCS AN Kaxaoil 20-0if cepuu, WK s OAHOI cepuM B rojl, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNUT paHblle.

API name / Haumenoeanne A®C: Ketorolac tromethamine / Keroponaka TpomMeTaMHH
INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRH007361
Howmep cepun nponssoautens APC:
FP Manufacturer API Batch number /
Homep ceprH cyOcTAHIIHH NPOH3BOAMTENA FERAO00457
I'id:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussopurtens A®C, cTtpana: H-p Pennu'c JIaGoparopuc Jita., UHaus
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) /
Haumenoranmne, agpec, MuIeH3IUA AJI4 H-p Pennu’c Jlaboparopuc JIta., Unausa, IlponsBoacTeeHHoe
IIpouszBoacTBenHas njomazxka / Ilnomanka nofpasnenenne-6, Bunn. Kxons, Hanarapx Poyn, banau, Juctpukr
KoHTpoJs KadecTsBa / Ilmomaaka Bpinycka Conan, X.I1., 173205, Uupus (iuuensus Homep MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IIponykT cootBercTByeT TpeboBanusm HJI 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[MoarorosneHo: Pravesh Rana [_'_.:’ IIposepeHo: Santos%’umar Onobpeno: Menemxep / Pykosoauresns

Maurya Amit Kumar vl
= =l . /p /

po
—

Reprint Date / Reprint Date / Reprint Date /
MHara: 19.10.2024 Jata: 19.10.2024 Hara: 19.10.2024

Melristarar | T (~ ] T OBEak B
RIFLETR LTICRS AL T34, Al :

Q1 4 4800 2966,

vaefrbad - 500034, Telangang, India




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A
Product : Ketorol Exl;r;ss (ketorolac) Orally Disintegrating Tablets 10 mg ) R
Ipoaykr: Keropoa® Dkenpece (keroponak) radaerku, ANCHEPrapyeMble B 0J0CTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne V2402091 O6bem cepuu " 3600000 Tab
Analytical Report No/ - 040002695797 Date of Analysis / . 19.10.2024
AHanuTHYecKHH oTueT No Jlara aHanH3a
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JaTta npousBoacTBa Tozen no
Mifg. License No. / .
IlpouszsoacTBEeHHAN : MNB/05/263 MA pumber: / g JI1-Ne(004669)-(PT-
Homep PY RU)
Jnnensus Ne
| Analysis performed according ND: / Ananns nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 9of 9/ Ctp. 9 u3 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».

3akil04eHHe 0 cO0TBeTCTBHU: «HacTOAIMUM s MOATBEPXKIAI0, YTO IMPHUBEICHHAs BhIle HHPOPMaLHs ABIIETCS
JOCTOBEPHOW M TOYHOH. DTa cepvs NPOMYKIWH MPOU3BeAeHa (BKIIOUas YHAKOBKY (MapKMpOBKY) M KOHTpPOJIb
KayecTBa) Ha BBINICYKa3aHHON MPOM3BOACTBEHHOM IUIOIAAKe (IUIOIIAJKaXx) B MHOJHOM COOTBETCTBHH C
TpeGoBanusmu [IpaBui HauieXamed mpou3BOACTBEHHON NMPaKTHKH EBpa3suicKOro 3KOHOMHMYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 o1 02 cenTs6pst 2022) 1 TpeOOBaHUSAMU KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPEACTB,
a TaKXe B COOTBETCTBHH CO CICIM(PUKALUMSIMU, COACPKAIIUMUCI B PETUCTPAlMOHHOM JIOCHE CTPaHBI-UMIIOPTEDA.
3anucy 1o MPOU3BOJACTBY, YIIAKOBKE M aHAIN3Y IIPOBEPEHEL, M YCTAaHOBICHO UX COOTBETCTBHE TpeboBanUsaM I IpaBuit
HaJIe)Kaned Npou3BOICTBEHHOH npakTHky EBpa3suiickoro 3KOHOMHYECKOTO COI03aM.
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